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REGULATORY  REFORM 


FRIDAY,  MARCH  17,  1995 

U.S.  Senate, 
Committee  on  the  Judiciary, 

Washington,  DC. 
The  committee  met,  pursuant  to  notice,  at  9:02  a.m.,  in  Room 
226,  Dirksen  Senate  Office  Building,  Hon.  Orrin  Hatch  (chairman 
of  the  committee),  presiding. 

Present:  Senators  Hatch,  Grassley,  Thompson,  DeWine,  Ken- 
nedy, Leahy,  Heflin,  and  Simon. 

OPENING  STATEMENT  OF  HON.  ORRIN  G.  HATCH,  A  U.S. 
SENATOR  FROM  THE  STATE  OF  UTAH 

The  Chairman.  I  apologize  to  my  collea^es  on  the  committee, 
because  this  was  supposed  to  start  at  10:00,  but  I  have  to  go  to  a 
Finance  Committee  retreat  and  I  want  to  make  sure  that  I  have 
enough  time  to  listen  to  the  witnesses  here  this  morning. 

Today's  hearing  involves  a  matter  of  critical  importance  to  the 
health  and  vitality  of  our  economy,  and  even  more  important,  to 
the  very  liberty  of  the  citizens  of  this  nation.  It  involves  the  intru- 
sive and  ever-growing  regulation  of  all  aspects  of  American  life  by 
the  Federal  Government. 

To  be  sure,  regulation  by  Federal  agencies  pursuant  to  powers 
designated  by  Congress  reflects  a  desire  to  ameliorate  the  effects 
of  market  failure  by  ensuring  the  protection  of  health,  safety,  and 
the  environment.  These  are  worthy  goals  that  all  of  us  strongly 
support,  but,  unfortunately,  the  typical  command  and  control  regu- 
lation leaves  little  room  for  discretion  and  flexibility  in  implemen- 
tation. 

This  creates  the  burdensome  absurdities  that  we  will  hear  a  lot 
of  today,  such  as  where  a  Kansas  City  bank  was  ordered  by  regu- 
lators to  put  a  Braille  keyboard  on  a  drive-through  ATM;  or  where 
a  rancher  was  fined  $4,000  for  shooting  a  grizzly  bear  that  at- 
tacked his  sheep  herd;  or  where,  in  Boise,  Idaho,  a  plumbing  com- 
pany was  penalized  $7,875  by  the  Occupational  Safety  and  Health 
Administration  because  "proper"  safety  precautions  were  not  taken 
by  the  employees,  who  successfully  rescued  a  suffocating  construc- 
tion worker  from  a  collapsed  trench. 

All  of  us  have  our  horror  stories,  and  these  are  just  three,  and 
they  are  not  even  the  three  worst  that  I  have  heard. 

Besides  these  absurdities,  other  regulations,  even  those  designed 
with  the  best  of  intentions,  have  harmful,  unintended  consequences 
on  innocent  third  parties.  This  is  what  I  term  government  failure, 

(1) 


and  the  best  example  is  the  cumulative  economic  impact  of  regula- 
tion. 

For  example,  one,  it  has  been  estimated  that  the  total  cost  of 
Federal  regulations,  direct  and  indirect,  such  as  higher  consumer 
prices,  is  about  $1  trillion  a  year,  or  a  cost  of  more  than  $10,000 
per  household.  You  cannot  help  but  be  upset  about  that. 

Number  two,  in  1992,  the  last  year  a  study  was  made,  the  direct 
cost  of  Federal  regulation — we  are  talking  about  direct  cost,  now — 
to  the  private  sector  and  to  State  and  local  governments  was  $857 
billion.  Another  study  had  it  lower,  at  $564  billion,  but  either  fig- 
ure is  astronomical. 

Number  three,  just  the  paperwork  costs  of  complying  with  Fed- 
eral regulations  adds  another  $200  billion  a  year.  Federal  paper- 
work burdens  have  been  estimated  to  consume  over  6.4  billion  per- 
son hours  per  year  in  the  private  sector,  at  a  cost  of  at  least  $128 
billion,  just  to  collect,  report,  and  maintain  information. 

Number  four,  in  the  same  1992  study  to  which  I  have  been  refer- 
ring, it  was  estimated  that  environmental  regulation  alone  costs 
$122  billion  a  year,  representing  an  amazing  two  percent  of  gross 
domestic  product,  just  the  regulation.  Direct  compliance  costs  esti- 
mates for  safety  range  from  $29  billion  to  $42  billion  in  1992,  and 
it  can  reasonably  be  presumed  that  these  safety  and  environmental 
costs  have  zoomed  in  the  several  years  since  that  study  was  con- 
ducted. 

One  widely-used  proxy  to  measure  the  growth  in  regulation  is 
the  number  of  pages  in  the  Federal  Register.  During  the  Reagan 
years,  the  size  of  the  Federal  Register  shrunk  from  about  87,000 
pages  in  the  Carter  year  of  1980  to  approximately  53,000  in  1988. 
By  1991,  during  the  Bush  administration,  the  number  of  pages  had 
mushroomed  to  67,000. 

We  know  that  this  administration  is  publicly  committed  to  reduc- 
ing the  regulatory  burden  on  the  American  people.  I  applaud  the 
initial  steps  the  Clinton  administration  has  already  taken  in  its  re- 
inventing government  program  and  call  upon  the  administration  to 
work  with  this  committee  to  draft  a  tough,  effective,  regulatory  re- 
form bill. 

In  that  regard,  I  chatted  with  the  President  yesterday.  President 
Clinton,  and  he  said,  "Orrin,  I  want  to  work  with  you.  I  want  to 
get  it  done.  I  am  going  to  do  everything  I  can."  I  have  chatted  with 
the  leaders  at  OMB  just  this  morning  and  they  want  to  work  with 
us.  They  want  a  bill  that  the  President  can  sign  and  we  are  going 
to  see  what  we  can  do  to  work  together.  He  mentioned  that  just 
yesterday,  in  his  pronouncement,  that  they  are  going  to  save,  I 
think,  20  million  man  hours  just  in  environmental  regulation.  That 
is  kind  of  a  sad  indictment,  when  you  stop  and  think  about  it.  But 
I  complimented  him  for  that  and  I  want  to  pay  special  tribute,  if 
we  can  get  that  done,  but  more  needs  to  be  done. 

By  reducing  the  number  of  pages  in  the  Federal  Register  in  1993 
to  61,166  total  pages,  the  page  total  jumped  to  over  64,914  pages 
in  1994.  Just  look  at  this  flat-bed  cart  here.  It  is  full  of  pages  of 
regulations  promulgated  just  since  this  administration  took  office 
at  the  end  of  January  1993.  Just  look  at  this.  To  me,  it  is  just  abso- 
lutely incredible.  These  are  just  the  regulations  over  the  last  year- 
and-a-half  or  two  years.  It  is  almost  mind-boggling. 


You  wonder  why  we  are  being  engulfed  in  paperwork  and  why 
we  are  just  wrecking  this  country?  Just  look  at  that.  Most  of  that 
stuff  is  just  plain  crap,  to  be  honest  with  you.  Maybe  I  should  have 
used  a  little  better  language;  no,  I  guess  I  shouldn't.  That  is  just 
exactly  what  it  is.  It  gets  on  your  nerves  after  a  while. 

Fourteen  years  ago,  the  Senate  passed  S.  1080  by  a  vote  of  94 
to  zip.  This  bill  amended  the  Administrative  Procedures  Act,  most 
significantly,  by  requiring  a  cost/benefit  analysis  to  be  performed 
by  the  agencies.  I  believe  that  this  would  have  been  effective  in  re- 
ducing the  massive  cumulative  regulatory  burdens  that  have  been 
imposed  on  the  American  people  since  that  time.  Unfortunately,  S. 
1080  was  not  passed  by  the  House. 

S.  343  is  the  latest  model  of  what  is  termed  "reg  reform".  It  is 
the  Corvette  to  S.  1080's  Chevy  Impala.  Some  of  our  witnesses 
today  will  testify  as  to  the  improvements  over  S.  1080  included  in 
S.  343  and  will  suggest  additional  changes.  Other  witnesses  will 
testify  as  to  the  general  need  for  regulatory  reform.  We  on  the  com- 
mittee and  in  Congress  need  to  have  this  kind  of  insight. 

I  want  to  thank  all  of  our  distinguished  witnesses  for  appearing 
here  today.  I  also  want  to  thank  Senator  Grassley  and  his  staff  for 
the  hard  work  they  have  done  in  drafting  and  preparing  the  Grass- 
ley  substitute  to  S.  343,  reported  out  of  their  subcommittee  this 
past  week.  I  was  very  pleased  with  the  work  that  Senator  Grassley 
has  done. 

Congressman  Mcintosh  is  here  with  us  and  we  are  very  appre- 
ciative of  the  work  that  he  has  done.  He  is  a  Republican  from  Indi- 
ana. He  chairs  the  Subcommittee  on  Regulatory  Affairs  in  the 
House.  In  the  Bush  administration,  he  served  as  Chief  Counsel  on 
Vice  President  Quayle's  Competitiveness  Council.  He  has  been  a 
singular  leader  in  this  effort  to  try  and  cut  back  on  over-regulatory 
activities  in  our  society  and  we  feel  honored  to  have  you  here 
today.  We  look  forward  to  taking  your  testimony. 

Mr.  McIntosh.  Thank  you,  Chairman  Hatch.  Let  me  say  that  I 
am  filled  with  joy  to  be  able  to  be  here  today. 

The  Chairman.  Would  you  withhold? 

Mr.  McIntosh.  Certainly. 

The  Chairman.  Senator  Heflin  would  like  to  make  an  opening 
statement,  and  I  will  be  happy  to  have  him  do  so. 

Senator  Heflin.  I  do  not  mind.  If  he  wants  to  go  ahead,  I  can 
do  mine  later. 

Mr.  McIntosh.  No,  I  would  defer  to  the  Senator. 

STATEMENT  OF  HON.  HOWELL  HEFLIN,  A  U.S.  SENATOR  FROM 
THE  STATE  OF  ALABAMA 

Senator  Heflin.  The  issue  of  regulatory  reform  has  been  an 
issue  that  has  been  around  for  a  number  of  years.  In  1982,  a  sub- 
stantial regulatory  reform  bill,  S.  1080,  passed  the  Senate.  It  was 
a  consensus  bill,  and  it  passed,  if  I  remember  correctly  in  a  vote 
of  94  or  95  to  nothing.  It  had  a  lot  of  input  from  various  people, 
including  the  Administrative  Law  Section  of  the  American  Bar  As- 
sociation, and  was  a  substantial  improvement  over  the  procedure 
that  was  then  followed  by  administrative  agencies  and  depart- 
ments in  promulgating  regulations.  The  House  did  not  take  it  up, 
and  so  it  never  became  law. 


A  great  number  of  the  provisions  in  the  proposal  that  has  now 
come  before  the  full  committee  include  the  provisions  dealing  with 
the  former  S.  1080.  Senator  Grassley,  in  particular,  added  a  great 
deal  to  the  Dole  bill  relative  to  these,  and  so  I  think  there  has  been 
vast  improvement. 

As  we  know,  there  are  two  committees  proceeding,  the  Govern- 
mental Affairs  Committee,  where  Senator  Roth  is  chairman,  and 
there  is  a  Roth  bill  there,  and  the  Dole  bill  that  was  introduced 
here  and  now  has  been  worked  on  by  Senator  Grassley  and  I  would 
call  it  a  Grassley-Dole  bill.  It  also  has  the  input  of  Senator  Hatch. 
Senator  Hatch  has  been  in  the  forefront  of  so  many  issues  recently 
that  he  doesn't  have  time  to  do  everything.  His  able  staff  is  helping 
him  in  many  ways. 

But,  basically,  the  complaints  that  we  hear  are  that  regulations 
go  too  far,  they  are  too  voluminous,  they  are  very  ambiguous  some- 
times, and  that  they  are  sometimes  basically  trying  to  achieve  a 
goal  which  we  would  put  under  the  classification  of  being  unrea- 
sonable, that  they  go  too  far  in  seeking  to  achieve  the  goals  of  a 
particular  group  or  groups. 

At  the  same  time,  regulations  are  the  backbone  of  the  safety  of 
the  American  people  in  so  many  different  ways.  So  it  is  necessary 
that  we  try  to  have  a  balance  relative  to  regulations,  and  regula- 
tions are  basically  to  issues  to  flush  out  the  Congressional  enact- 
ment that  brought  the  subject  matter  to  the  regulatory  agency. 

We  are  looking  at  certain  key  issues  here.  One  is  a  cost/benefit 
analysis.  Does  the  regulation  justify  the  cost  that  it  will  involve 
upon  the  American  economy,  upon  business,  upon  the  American 
public,  for  the  benefits  that  are  provided  by  it?  Then,  we  are  look- 
ing at  the  idea  that  are  there  alternative  ways  of  accomplishing 
this  in  a  more  palatable  manner?  Some  of  the  feeling  is  that  regu- 
lations should  provide  the  same  net  benefits  but  can  be  accom- 
plished through  reasonable  alternatives. 

Then  there  is  the  issue,  which,  to  me,  is  a  substantial  issue,  both 
from  the  viewpoint  of  the  protection  of  the  public  and  also  from  the 
viewpoint  of  whether  or  not  it  is  a  reasonable  approach,  and  that 
is  risk  assessment.  You  have  to  evaluate  the  risk  and  does  the  reg- 
ulation, in  effect,  attempt  to  achieve  a  good  result  pertaining  to  the 
potential  risks. 

This,  therefore,  calls  for  standards  to  be  created,  and  the  stand- 
ards created  have  to  be  standards  that  you  can  live  by  but  yet  ac- 
complish the  goal.  In  attempting  to  accomplish  the  goal,  the  stand- 
ards are  looked  upon,  generally,  under  some  of  the  proposals,  by 
peer  panels.  Of  course,  in  any  peer  panels,  the  public  ought  to  be 
represented  relative  to  these  matters. 

There  are  also  issues  of  procedural  rules,  judicial  review.  Then 
the  issue  which  is  one  we  are  going  to  have  to  give  very  careful 
consideration  to  is  the  issue  of  reopening  existing  rules.  Then  there 
is  the  other  one,  which  would  attempt  to  reduce  the  number  of 
pages,  the  paperwork  reduction  procedures  that  need  to  be  fol- 
lowed. Some  people  get  very  verbose  in  their  writings,  as  I  have  no- 
ticed sometimes  in  some  of  the  speeches  of  my  fellow  Senators. 
They  seem  to  become  intoxicated  by  the  exuberance  of  their  own 
verbosity.  Sometimes  that  is  in  their  written  word  as  well  as  in 
their  spoken  word. 


These  are  issues  that  we  are  looking  at.  It  seems  to  me  that  a 
reasonable  approach  towards  all,  bearing  in  mind  that  the  public 
good,  the  public  safety,  public  protection,  is  the  primary  reason 
that  there  was  a  Congressional  enactment  dealing  with  a  matter, 
but  it  must  be  accomplished  in  a  manner  where  it  does  not,  in  ef- 
fect, cause  problems  with  the  public,  cause  costs  that  go  out  of 
sight,  and  so  it  seems  to  me  that  this  is  a  very  important  issue  that 
is  long  overdue  to  be  addressed. 

We  attempted  to  address  it  in  1982  and  now  we  are  back  again 
and  it  seems  to  me  that  this  is  an  extremely  important  issue  as  we 
face  the  whole  issue  pertaining  to  government.  Government  has  to 
have  regulations.  Congress  can't  write  all  the  laws  and  all  the  reg- 
ulations, but  it  is  necessary  that  we  do  have  regulations.  Let  us  do 
it  in  a  safe  and  a  reasonable  and  a  cost-effective  manner  and  have 
a  realistic  evaluation  of  risk  as  we  approach  this  issue. 

The  Chairman.  Thank  you,  Senator  Heflin. 

We  will  reserve  other  opening  statements  until  question  time. 

Congressman  Mcintosh,  we  will  take  your  testimony. 

STATEMENT  OF  HON.  DAVID  McINTOSH,  A  REPRESENTATIVE 
IN  CONGRESS  FROM  THE  STATE  OF  INDIANA 

Mr.  McIntosh.  Thank  you  very  much,  Chairman  Hatch.  Let  me 
start  by  saying  I  am  privileged  and  honored  to  be  able  to  be  before 
you  today  and  that  your  committee  can  play  and  will  play  a  key 
role  in  furthering  regulatory  reform  and  addressing  the  problem 
that  you  very  eloquently  laid  out  in  your  opening  statement. 

The  American  people  are  looking  to  you  to  implement  what  they 
have  been  wanting  for  years  now,  a  reduction  of  unnecessary  red 
tape  and  burdensome  regulations  so  that  they  can  carry  on  their 
everyday  lives  and  businesses  without  the  threat  of  interference  by 
the  Federal  Government  in  ways  that  are  obtrusive  and  counter- 
productive. 

Before  I  turn  to  my  prepared  remarks,  and  let  me  request  that 
the  record  be  kept  open  to  revise  and  extend  those  remarks 

The  Chairman.  Without  objection. 

Mr.  McIntosh.  I  want  to  say  that  it  is  a  particular  joy  to  be  here 
with  Mr.  Philip  Howard,  who  has  written  a  book  that,  I  think,  has 
brought  to  light  many  of  the  problems  in  our  current  Federal  regu- 
latory system.  The  Death  of  Common  Sense.  President  Clinton  had 
him  at  his  event  yesterday,  pointing  out  that  this  analysis  of  the 
problem  of  the  Federal  regulatory  system  has  taken  on  enormous 
proportions  and  had  unintended  negative  consequences  throughout 
our  society. 

President  Clinton's  reforms  yesterday,  I  thought,  had  the  intel- 
lectual underpinnings  of  many  important  reforms:  emissions  trad- 
ing, greater  flexibility  in  the  regulatory  process,  speeding  reviews, 
consultation  before  fines,  but  I  think  it  is  very  clear  from  the  lim- 
ited scope  of  those  reforms  that  legislation  is  essential  in  order  to 
bring  about  the  full  reform  of  the  regulatory  process  that  we  need. 

Let  me  also  just  briefly  address  the  President's  stated  criticisms 
of  some  of  the  legislative  proposals.  He  is  worried  that  they  may 
pile  up  too  many  requirements  on  government.  First  of  all,  if  you 
go  home  to  Indiana  or  any  of  our  States  and  you  tell  that  to  the 
American  people,  I  think  their  response  would  be,  well,  it  is  about 


time.  We  have  had  too  many  requirements  piled  up  on  us  and  we 
are  not  very  sympathetic  with  an  argument  that  government  is 
now  experiencing  some  of  that. 

But  more  fundamentally,  I  think  the  requirements  are  for  the 
good.  I  think  they  lead  to  a  sorting  out  of  the  good  and  necessary 
regulations  which  should  go  forward  to  protect  the  environment, 
health  and  safety,  and  a  removal  of  the  unnecessary,  burdensome 
regulations  that  have  real  and  significant  costs. 

Finally,  to  address  the  notion  that  the  measure  is  extreme,  I 
don't  think  in  any  way  the  legislation  is  extreme.  I  think  it  is  very 
strong  and  necessary  at  this  juncture  in  order  to  cut  back  on  un- 
necessary regulation. 

Let  me  address  three  items  in  the  legislation  that,  I  think, 
strengthen  S.  1080,  which  was  the  core  bill  that  passed  in  the 
1980s.  Let  me  first  say  that  I  think  that  bill  was  very  important 
because  it  codified  the  notion  of  centralized  review.  Presidents 
Reagan,  Bush,  and  Clinton  have  all  maintained  a  centralized  re- 
view process  to  try  to  have,  essentially,  a  cost/benefit  analysis  of 
regulation. 

But,  because  it  was  not  legislatively  authorized,  it  has  not  been 
as  strong  as  it  might  be  in  the  process,  and  I  think  S.  1080  took 
a  very  important  step  in  that  direction,  and,  regrettably,  did  not 
pass  the  House  at  that  time. 

Three  items  strengthen  that  and,  I  think,  reflect  the  experiences 
that  we  have  had  in  the  last  ten  years  with  trying  to  get  a  grip 
on  these  regulations.  The  chart  over  there  indicates  that  after 
President  Reagan  instituted  centralized  review,  there  was  a  dra- 
matic decline  in  the  number  of  regulations.  Throughout  most  of  the 
1980s,  that  number  stayed  relatively  low.  Frankly,  when  I  was 
working  in  the  Bush  administration  at  the  Competitiveness  Coun- 
cil, the  number  of  regulations  began  edging  back  up  to  the  current 
situation  where  they  are  reaching  the  point  that  we  had  in  the 
1970s,  where  it  was  clearly  a  stranglehold  on  the  economy. 

Three  items,  I  think,  strengthen  the  bill  and  address  that  prob- 
lem. The  first  is  that  it  includes,  formally,  risk  assessment.  This  is 
a  new  notion  that  has  been  developed,  really,  since  S.  1080  was 
first  introduced.  It  has  broad  bipartisan  support.  Justice  Breyer 
has  written  extensively  on  the  notion.  Essentially,  what  it  says  is 
the  agencies  will  use  good  science  in  defining  where  there  are  real 
risks  that  need  to  be  regulated  and  use  that  science  to  prioritize 
our  efforts  so  that  we  are  battling  the  most  important  and  signifi.- 
cant  risks  to  health  and  safety  and  the  environment  first.  Unfortu- 
nately, the  political  process  doesn't  always  do  that,  and  I  think  risk 
assessment  would  be  a  very  important  and  valuable  discipline  on 
that. 

Second  is  the  legal  review,  and  I  realize  this  has  become  some- 
what controversial.  I  think  it  is  fundamental  to  have  a  strong  and 
good  bill.  I  think,  essentially,  what  legal  review  does  is  empower 
the  regulated  community  to  have  a  stake  in  the  regulatory  process, 
and  I  would  urge  you  to  maintain  and  keep  a  strong  legal  review 
provision  in  the  bill. 

Let  me  tell  you  a  little  bit  about  the  way  the  mechanism  of  cen- 
tralized review  worked  in  my  experience,  in  watching  it  in  both  the 
Reagan  and  Bush  administrations.  I  suspect  that  these  lessons  are 


universal  and  would  apply  in  any  administration,  present  or  fu- 
ture, because  they  are  the  way  Washington  makes  political  and 
policy  decisions. 

Essentially,  centralized  review  would  put  0MB  in  the  position  of 
questioning  a  regulation  that  has  come  over  from  a  cabinet  agency 
and  saying,  we  don't  really  agree  with  your  desire  to  move  forward 
with  this  regulation.  We  think,  on  a  cost/benefit  analysis,  you  have 
chosen  a  too-costly  approach,  the  benefits  aren't  that  great,  and 
there  really  isn't  much  social  need  for  it.  Ultimately,  what  0MB  is 
saying  is,  we  think  it  is  very  costly  on  the  taxpayers  and  the  citi- 
zens and  the  workers  of  this  country. 

They  are  put  in  a  position  of  having  to  justify  that  based  on  eco- 
nomics and  science.  Oftentimes,  the  agencies  or  their  supporters 
outside  of  the  government  for  this  regulatory  approach  will  begin 
what  essentially  is  a  lobbying  process  on  the  executive  branch.  We 
experienced  this  many  times. 

The  agency  head  would  talk  to  their  fellow  members  of  the  cabi- 
net and  say,  I  really  would  like  to  maintain  my  regulation  the  way 
I  have  done  it.  You  might  have  a  wealthy  donor  calling  into  the  po- 
litical affairs  shop  saying,  tell  the  President  we  really  need  this 
regulation.  Or  you  might  have  a  big  corporation  calling  into  the 
public  liaison  shop  and  saying,  we  like  this  regulation,  the  way  the 
agency  has  adopted  it.  And  you  might  have  a  powerful  member  of 
the  Senate  or  a  committee  chairman  in  the  House  calling  the  legis- 
lative affairs  shop  in  the  White  House  and  saying,  we  want  the 
regulation  the  way  the  agency  has  written  it. 

That  leaves  the  Administrator  of  OIRA  working  to  do  the  right 
thing  but  up  against  an  array  of  possible  forces  within  the  adminis- 
tration arguing  for  a  more  burdensome  regulation  than  cost/benefit 
analysis  would  allow.  Quite  frankly,  they  are  put  in  a  position, 
often,  of  having  to  say,  okay,  we  will  allow  a  regulation  to  go  for- 
ward that  we  really  do  not  agree  with. 

Legal  review  then  empowers  the  citizens  to  come  in  and  say,  let 
us  take  this  out  of  the  political  process.  Let  us  have  a  neutral  court 
review  the  cost/benefit  analysis  and  do  what  is  right  under  these 
general  guidelines  that  you  will  be  putting  into  law.  For  that  rea- 
son, I  think  it  is  very,  very  important  that  it  be  maintained. 

Finally,  the  petition  process,  or  the  look-back  process,  I  think,  is 
a  strong  provision.  We  did  not  have  that  in  the  House  version  of 
regulatory  review.  I,  for  one,  supported  the  notion  and  would  com- 
mend it.  I  think  there  are  very  significant  regulations  on  the  books 
that  have  been  developed  over  40  years  that  need  to  be  reviewed 
under  a  cost/benefit  analysis,  need  to  be  looked  at  with  good 
science  and  risk  assessment,  and,  I  think,  a  petition  process  would 
allow,  again,  the  public  to  have  a  say  in  terms  of  how  those  regula- 
tions will  be  redone  and  relooked  at. 

I  realize  that  it  creates  a  certain  amount  of  uncertainty  for  the 
regulatory  agencies  if  one  of  their  regulations  can  suddenly  be 
called  up  under  a  petition  process.  They  may  be  forced  to  rethink 
them,  redo  the  regulation.  But  I  think  as  long  as  we  can  maintain 
an  orderly  priority  for  doing  the  reviews,  it  is  a  very  strong  meas- 
ure. 
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Quite  frankly,  when  I  go  home  and  talk  to  the  American  people 
and  say,  we  passed  regulatory  reform  and  there  will  be  fewer  bur- 
densome regulations  in  the  future,  what  I  hear  from  them  is: 

That  is  okay  but  we  are  suffering  under  enormous  burden  of  regulations  today. 
We  need  you  to  do  something  to  solve  the  problems  that  are  on  the  books  right  now. 

I  believe  the  petition  process  is  one  of  the  strongest  ways  to  do 
that. 

Let  me  step  back  and  say  that  I  think  the  morass  of  unnecessary 
regulations  is  something  that  has  a  real  and  dire  effect  upon  the 
American  people.  Real  people  suffer  real  consequences  of  real  ex- 
cesses in  the  regulatory  process. 

A  good  friend  of  mine  from  Muncie,  Indiana,  a  fellow  named 
Gary  Bartlett,  started  a  small  business  in  his  garage.  He  now  pro- 
duces car  parts  that  are  sold  overseas  to  European  and  Japanese 
auto  makers,  as  well  as  the  big  three  here  in  America.  He  has  been 
very  successful. 

He  comes  up  to  me  and  says,  "You  know,  David,  sometimes  I 
want  to  tear  my  hair  out.  My  biggest  enemy  is  Uncle  Sam  and  all 
of  the  regulations."  You  have  them  piled  in  front  of  you,  Mr.  Chair- 
man, the  pages  after  pages  of  regulations  that  he  has  to  deal  with. 

There  is  also  the  farmer.  Bob  Floyd,  who  had  his  neighbor  de- 
stroy the  drainage  tiles  in  his  field  and  suddenly  developed  a  mud 
hole  on  the  comer  of  his  property.  In  came  EPA  and  said  he  could 
no  longer  farm  the  land  because  it  might  be  an  endangered  wet- 
land. He  is  scratching  his  head  and  saying,  "I  fought  in  World  War 
II  to  protect  liberty  and  now  this  is  happening  to  me.  I  don't  under- 
stand what  has  gone  wrong  in  this  country." 

There  are  examples  after  examples.  We  heard  from  several  in 
our  committee.  One  of  them  that  was  very  striking  to  me  indicated 
that  these  regulations  can  actually  harm  the  health  and  safety  in 
the  American  public. 

A  gentleman  and  his  son,  Grant  and  Earl  Wright,  came  to  me 
and  told  us  of  a  project  that  they  had  been  working  on  for  ten  years 
to  develop  a  Sensor  Pad  that  could  be  used  by  women  to  help  de- 
tect breast  cancer.  We  all  know  the  urgency  of  fighting  breast  can- 
cer and  allowing  early  detection  in  order  to  have  a  good  chance  of 
treatment.  These  gentlemen  have  developed  what  essentially  is  two 
sheets  of  plastic  with  a  viscous  film  in  between  them  that  allows 
women  to  have  a  greater  opportunity  in  self-examination  to  detect 
a  lump. 

I  asked  them,  "Has  the  product  been  approved?"  and  they  said, 
"No,  FDA  has  been  holding  it  up.  We  have  spent  several  million 
dollars  in  order  to  try  to  get  an  approval.  Ironically,  it  was  ap- 
proved in  Canada  several  years  ago.  You  can  buy  it  in  a  drug  store, 
over  the  counter,  and  in  Europe,  but  American  women  don't  have 
this  product  available  to  them. 

These  are  the  real  consequences  of  burdensome,  unnecessary  reg- 
ulation, and  your  legislation  today,  I  think,  will  take  a  tremendous 
step  forward  in  helping  to  cut  back  those  burdens. 

Let  me  close  by  saying,  you  may  be  aware  that  we  had  a  bill  in 
the  House  that  would  impose  a  moratorium  on  new  regulation 
since  last  November.  I  understand  that  it  is  less  well-received  over 
here  in  the  Senate.  Let  me  urge  you,  as  you  are  addressing  this 
legislation,  to  be  mindful  of  several  regulations  that  are  either 


being  proposed  or  have  become  final  since  last  November  that, 
frankly,  would  not  stand  up  to  scrutiny  under  the  new  standards 
in  this  legislation. 

I  have  developed  a  partial  list  that  I  will  submit  for  the  record. 
One  example  that  I  would  like  to  cite  is  the  so-called  California  car 
rule  that  ended  up  imposing  as  much  as  $1,500  in  additional  costs 
on  an  automobile,  ironically,  in  New  England,  not  in  California,  by 
applying  the  standards  that  they  use  in  California  in  the  New  Eng- 
land States. 

Many  people  outside  of  government  have  proposed  a  trading  pro- 
gram that  would  have  gotten  as  much  reduction  in  emissions  under 
the  Clean  Air  Act  as  this  very  burdensome  rule  at  much  less  cost. 
We  need  to  apply  the  cost/benefit  analysis  to  the  rules  that  would 
have  been  caught  by  the  moratorium  to  make  sure  that  we  are  not 
imposing  additional  unnecessary  burdens  on  the  American  people. 

Let  me  close  by  just  saying  that  I  commend  your  efforts  here.  I 
urge  you  to  go  forward  with  the  legislation  and  look  forward  to 
working  with  you  as  the  legislation  comes  back  over  to  the  House 
of  Representatives.  Thank  you  very  much  for  the  opportunity  to  ad- 
dress your  committee. 

[The  information  of  Mr.  Mcintosh  and  a  letter  to  Senator  Hatch 
follows:] 
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Submitted  by  Congressman  David  M.  Mcintosh 

These  are  a  list  of  regulations  that  need  to  be  captured  and  stopped  in  any  regulatory 
reform  package  that  is  adopted. 

OSHA  Ergonomics  Rule 

OSHA  is  currently  working  on  a  rule  that  would  require  employers  to  take 
a  number  of  actions  to  address  repetitive  motion  injuries.    Employers 
would  be  required  not  only  to  have  written  plans  to  prevent  these  injuries, 
but  also  to  redesign  work  areas,  to  slow  assembly  lines  and  potentially  to 
pay  for  medical  bills.  The  rule  is  estimated   to  cost  $21  billion  to 
implement. 

California  Clean  Air  Federal  Implementation    Plan  (FIP) 

Estimated   to  cost  California  billions  of  dollars  and  hundreds  of  thousands  of  jobs. 
The  EPA  is  reported  to  have  postponed   action  on  this  plan,  in  part,  because  of 
the  scrutiny  this  Congress  has  brought  to  bear.    If  the  EPA  should  act,  however, 
this  plan  must  be  caught. 

The  Great  Lakes  Clean  Water  Quality  Guidance 

EPA  's  estimated   costs  of  compliance  exceed  $500  million  a  year.    Other 
economists  predict  costs  as  high  as  $2.7  billion. 

Clean  Air  Permitting  Rule 

The  EPA  is  considering  finalizing  a  costly  Permitting  Rule  that  goes  far  beyond 
the  Congressional  purpose  behind  Title  V  of  the  1990  Clean  Air  Act 
Amendments.     The  rule  will  provide  few,  if  any,  environmental   benefits,  but  would 
stifle  industrial  innovations,  imf)ede  economic  growth,  and  empower  federal 
bureaucrats   to  micro-manage   industrial  production. 

Atrazine  Pesticide  Product  Approval 

The  EPA  is  rumored  to  have  thrown  sound  science  out  the  window  in  its  approval 
of  Atrazine  -  a  pesticide  that  has  been  on  the  market  for  30  years.   The  EPA  's 
Science  Review  Board  is  reported   to  have  recommended    no  changes  to  the 
labelling  of  Atrazine.    Despite  this  science-based  recommendation.    Administrator 
Carol  Browner  is  believed  to  have  ordered  her  EPA  to  conduct  a  special  review. 
If  regulations  are  issued  before  your  bill  becomes  law,  they  must  be  caught. 
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The  Listing  of  New  Endangered    Plant  and  Animal  Species 

There  are  currently  4,000  plant  and  animal  species  that  are  candidates  for  listing 
on  the  endangered  species  list,  including:  Ragweed;  Eastern  wood  rat;  Lake 
Huron  locust;  and  the  pea  clam. 


Indoor  Air  Quality  Regulations 

OSHA  is  preparing  to  issue  new  regulations  to  require  businesses  to  implement 
indoor  air  quality  programs  and  ventilation  plans.  The  rule  is  estimate  to  cost 
over  $8  billion  a  year. 

OSHA  Fall  Protection   Regulations 

These  regulations  went  into  effect  on  February  6,  1995,  and  impose  burdensome 
workplace  regulations  whenever  employees  are  working  six  feet  above  the  ground. 
Houses  are  already  expensive  enough.    One  roofing  company  estimates  these  new 
regulations  will  drive  the  cost  of  every  new  roof  up  by  $500. 

EPA  Pulp  and  Paper  Cluster  Rules 

Under  the  Clean  Water  Act  and  Clean  Air  Act,  the  EPA  is  proposing  to  revise 
effluent  guidelines  and  air  emissions  standards  from  the  pulp  and  paper  industry. 
These  new  regulations  are  estimated   to  cost  $11.5  billion  in  capital  expenditures, 
shut  down  33  mills,  and  put  21,000  Americans  out  of  work. 

EPA  's  Enhanced   Monitoring  Rule 

The  EPA  has  proposed  regulations  to  establish  pollution  monitoring,  record 
keeping  and  reporting  requirements    for  "major  sources  "  of  air  pollution.    An 
EPA  funded  study  reported   that  the  average  oil  refinery  's  cost  of  complying  with 
this  rule  will  be  $4  million  in  initial  costs  and  $2.4  million  in  annual  operating 
costs. 

Chemical  Use  Inventory  Rule 

The  EPA  has  proposed  regulations  to  expand  reporting  requirements   on 
chemicals  used  in  the  manufacturing  process.    These  regulations  are  likely  to  drive 
more  companies  overseas.    In  addition,  the  EPA  has  proposed  making  the 
information   reported   to  it  available  to  trial  lawyers  who  will  use  the  information 
to  sue  companies  for  phantom   risks. 

California  Car  Rule 

The  California  car  rule  for  the  Northeast,  issued  by  the  EPA  just  before 
Christmas,  prevents  cost-effective  marketplace   trading  of  emission 
reduction  responsibilities   among  car  companies  and  utilities.    The 
estimated  cost  to  the  Northeast  is  $4.7  billion  per  year  by  2007.  This  rule 
will  increase  the  price  of  cars  by  $1500. 
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Congress  of  the  United  States, 

House  of  Representatives, 
Washington,  DC,  April  6,  1995. 

Hon.  Orrin  Hatch, 

Chairman,  Senate  Judiciary  Committee 

U.S.  Senate,  Washington,  DC. 

Dear  Mr.  Chairman:  I  would  like  to  supplement  my  March  17,  1995  testimony 
before  the  Committee  regarding  regulatory  reform. 

During  my  testimony,  questions  were  raised  about  the  Sensor  Pad — a  simple 
product  that  can  be  used  by  women  to  perform  self-exams  for  breast  cancer.  As  I 
testified,  the  inventor  of  the  Sensor  Pad  has  been  working  for  years  to  have  this 
product  approved  for  sale  in  the  United  States  by  the  FDA.  Other  countries  have 
taken  a  much  more  common  sense  approach  to  the  Sensor  Pad.  For  example,  Can- 
ada permits  simple  medical  products  like  the  Sensor  Pad  to  be  sold  there  without 
pre-market  approval.  The  only  pre-market  submission  required  in  Canada  is  a  writ- 
ten notification  within  ten  days  of  the  first  sale  of  the  product.  I  have  been  advised 
by  the  Canadian  government  that  the  inventor  of  the  Sensor  Pad  properly  sent  such 
notification  to  the  Canadian  government  in  1986.  In  1994,  however,  as  a  direct  re- 
sult of  the  FDA's  actions,  the  Sensor  Pad  was  banned  in  Canada  despite  the  fact 
that  no  Canadian  doctors  or  consumers  had  complained  about  it. 

The  point  behind  the  Sensor  Pad  debate  is  that  the  FDA  has  erected  needless  bar- 
riers to  innovation  that  are  costing  lives  in  this  country  and  abroad.  That  should 
be  the  focus  of  our  attention.  Breast  cancer  strikes  175,000  women  every  year  in 
the  United  States  alone.  Instead  of  burdening  scientists  and  doctors  who  are  fight- 
ing against  this  disease,  the  FDA  should  be  working  with  them  to  create  a  common 
sense  regulatory  system.  Recently,  Dr.  Joel  Nobel  testified  before  the  House  Com- 
merce Committee  on  the  FDA's  approval  process  for  medical  devices.  He  was  asked 
about  the  Sensor  Pad  and  responded  that  its  approval  was  a  "no  brainer."  He  sug- 
gested that  any  concerns  over  efficacy  could  be  resolved  through  simple  labeling. 
Unfortunately,  the  FDA  refuses  to  listen  to  common  sense.  As  a  result,  the  Sensor 
Pad  is  now  not  available  to  women  in  either  the  United  States  or  Canada. 

I  would  also  like  to  respond  to  comments  being  made  about  the  Consumer  Product 
Safety  Commission's  proposed  guidelines  on  five  gallon  plastic  buckets.  As  you  may 
remember,  I  recently  called  public  attention  to  an  absured  attempt  by  the  CPSC  to 
ban  buckets  or  require  them  to  be  manufactured  with  holes  in  them.  Some  politi- 
cians have  questioned  my  claims.  I  prefer  to  let  the  facts  speak  for  themselves: 

On  July  8,  1994,  the  CPSC  issued  an  Advanced  Notice  of  Proposed  Rulemaking 
regarding  the  manufacture  of  five  gallon  plastic  buckets.  See  59  Fed.  Reg.  35058. 
That  notice  stated:  "Publication  of  this  document  commences  a  proceeding  that  ulti- 
mately could  require  certain  buckets  to  meet  specified  performance  requirements 
and/or  bear  labeling  to  warm  consumers  of  the  hazard  presented  by  these  buckets. 
Alternatively,  certain  buckets  could  be  banned  if  no  other  option  adequately  ad- 
dressed the  risk."  The  CPSC's  notice  proposed  six  way  to  prevent  the  risk  of  drown- 
ing, including  the  construction  of  buckets  that  "cannot  retain  liquid" — i.e.,  leaky 
buckets.  Significantly,  the  CPSC  issued  this  notice  despite  having  been  previously 
told  by  bucket  manufacturers  that  they  could  envision  no  use  for  a  bucket  that 
leaks.  The  CPSC  abandoned  this  regulatory  lark  only  after  substantial  public  criti- 
cism. 

This  incident  well  illustrates  the  problem  associated  with  federal  regulations  that 
was  the  focus  of  my  testimony — too  little  time  is  spent  by  regulators  on  risk  assess- 
ment and  cost/benefit  analysis.  As  a  result,  Americans  are  harmed  and  even  killed 
by  other  risk  that  could  have  been  addressed  if  the  CPSC  were  not  so  busy  trying 
to  put  holes  in  buckets.  For  example,  far  more  people  die  from  drowning  in  bath 
tubs  (312  in  1991  according  to  the  CDC)  and  suffocating  on  plastic  bags  (43),  than 
from  drowning  in  buckets  (228  over  the  decade  from  1984  to  1994).  Apparently,  the 
CPSC  was  unaware  of  these  relatively  larger  risks  when  it  issued  its  proposed  no- 
tice of  rulemaking,  because  it  actually  suggested  that  plastic  bags  would  make  a 
fine  replacement  for  plastic  buckets.  59  Fed.  Reg.  at  35059. 

Again,  thank  you  for  inviting  me  to  testify  before  the  Committee.  I  respectfully 
request  that  this  letter  be  made  a  part  of  the  permanent  record. 
Sincerely, 

David  McIntosh, 
Member  of  Congress,  Second  District,  Indiana. 

The  Chairman.  Thank  you,  Congressman  Mcintosh.  I  think  you 
represent  one  of  the  best  and  brightest  of  the  1994  reform-minded 
freshman  class  in  the  House.  Your  testimony  certainly  reflects  that. 
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I  also  agree  that  the  House  and  the  Senate  are  far  different  insti- 
tutions and  follow  very  different  rules.  Some  think  that  we,  in  the 
Senate,  are  still  in  the  19th  century.  There  might  be  a  case  to  be 
made  for  that.  At  least,  on  certain  occasions,  that  might  be  so. 

Let  me  ask  you  just  a  few  questions.  First,  I  believe  that  Admin- 
istrator Katzen  will  testify  against  the  judicial  review  and  petition 
provisions  of  the  bill.  She  will  also  oppose  setting  the  major  rule 
threshold  amount  at  $50  million  and  would  prefer  $100  million  in- 
stead. Could  you  comment  upon  those  particular  contentions? 

Mr.  McIntosh.  Let  me  begin  with  the  threshold.  The  House  ver- 
sion, I  believe,  had  a  $25  million  threshold. 

The  Chairman.  That  is  right. 

Mr.  McIntosh.  I  believe  $50  million  would  be  a  better  approach. 
There  are  often  very  significant  regulations  that,  in  a  cost/benefit 
analysis,  don't  appear  to  impose  large  dollar  amounts  of  cost  on  the 
economy  but  have  very  significant  unintended  consequences.  I 
think  keeping  the  threshold  at  a  lower  level  would  force  a  very 
good  discipline  upon  the  agencies  as  they  go  forward  with  those 
regulations. 

In  terms  of  the  legal  review,  as  I  mentioned  in  my  testimony,  I 
think  that  is  vital.  It  empowers  the  citizens  to  be  able  to  have  an 
impact  upon  the  regulatory  process  and  circumvents  what  is  often 
a  political  decision  that  is  counter  to  good  science  and  good  econom- 
ics in  the  regulatory  process. 

I  know  Ms.  Katzen  has  done  a  very  good  job  in  terms  of  crafting 
an  executive  order  in  the  Clinton  administration  that  maintains 
the  principles  of  cost/benefit  analysis.  She  builds  upon  a  tradition 
in  the  Reagan  and  Bush  administrations.  But,  quite  simply,  with- 
out that  legal  review,  it  is  not  possible  to  be  consistent  in  all  of  the 
cases  that  come  before  us. 

Speaking  from  personal  knowledge  at  the  Competitiveness  Coun- 
cil, there  were  several  instances  in  which  we  made  a  decision  to  let 
a  regulation  go  although  we  were  convinced,  by  a  cost/benefit  anal- 
ysis, that  it  was  not  justified.  It  simply  comes  down  to  not  having 
the  centralized  review  function  control  every  single  aspect  against 
a  fairly  political  process  within  the  executive  branch. 

Then,  the  petition  process,  I  think,  is  vitally  important,  as  I  said, 
to  get  a  handle  on  the  existing  problems  of  regulation.  You  men- 
tioned the  tremendous  cost.  I  have  seen  studies  that  indicate  that 
the  cost  of  regulation  could  be  as  high  as  $600  billion  per  year  in 
the  United  States  economy.  That  would  average  out  to  $6,000  for 
every  household  in  America.  Many  Americans  pay  less  money  than 
that  in  Federal  income  taxes,  so  the  burden  is  very  significant. 

Home  builders  tell  you  that  ten  to  50  percent  of  the  cost  of  build- 
ing a  new  home  is  due  to  the  cost  of  government.  Grocers  tell  you 
ten  percent  of  the  grocery  bill  is  due  to  the  cost  of  Federal  regula- 
tion. Those  existing  regulations  need  to  be  reviewed  under  these 
new  standards,  and  I  think  the  petition  process  is  a  good  way  to 
do  that. 

The  Chairman.  Some  argue  that  passage  of  bills  like  S.  343  will 
not  only  be  ineffective  but  will  even  add  a  new  layer  of  bureauc- 
racy. They  also  maintain  that  the  judicial  review  provisions  will 
probably  clog  up  the  courts.  Could  you  comment  on  those  two  criti- 
cisms? 


14 

Mr.  McIntosh.  Let  me  say,  I  do  not  believe  it  will  add  an  unnec- 
essary layer  of  review.  I  believe  that  these  provisions  will  discipline 
the  agencies  in  their  decision-making  processes  to  do  the  right 
thing  and  that  they  should  be  using  these  standards  as  they  are 
today  and  will  not  be  impeded  in  implementing  their  missions. 

Let  me  cite  two  examples  that  highlight  the  difference  of  having 
judicial  review.  In  the  1970s,  Congress  passed  the  National  Envi- 
ronmental Policy  Act  that  established  a  requirement  for  agencies 
to  do  an  environmental  impact  statement.  As  the  courts  interpreted 
that  Act,  they  granted  members  of  the  regulated  community  and 
citizens  the  right  to  come  in  and  sue  if  an  agency  sued  to  properly 
do  that  environmental  impact  statement.  It  was  those  lawsuits  that 
forced  the  agencies  to  change  their  behaviors  and  start  taking  into 
account  procedures  that  will  ensure  they  don't  harm  the  environ- 
ment. 

Paradoxically,  another  example  that  shows  the  effect  of  no  judi- 
cial review  is  the  Regulatory  Flexibility  Act,  that  required  agencies 
to  assess  the  impact  of  their  regulations  on  small  businesses  and 
small  entities.  We  saw  regulation  after  regulation  at  the  Competi- 
tiveness council  that  had  a  fairly  standard  boilerplate  paragraph 
saying  that  they  had  complied  with  the  Regulatory  Flexibility  Act, 
assessed  the  impact  on  small  businesses,  and  felt  there  was  no  fur- 
ther action  necessary  for  the  agency. 

Nonetheless,  these  regulations  imposed  tremendous  burdens, 
both  in  terms  of  paperwork  and  regulatory  costs,  on  the  small  busi- 
nesses in  this  country.  Without  the  ability  to  come  in  and  challenge 
those  decisions  in  court,  small  businesses  had  to  take  it  or  leave 
it,  based  on  the  agency's  implementation  of  that  Act,  and  it  be- 
came, essentially,  a  non-entity  in  the  regulatory  review  process. 

Based  on  those  two  examples,  I  am  convinced  the  important 
thing  to  do  is  to  allow  judicial  review. 

The  Chairman.  Thank  you.  I  appreciate  that. 

Senator  Leahy? 

Senator  Leahy.  I  was  interested  in  the  device  you  have  for  de- 
tecting breast  cancer.  You  said  that  was  not  approved  here  but  it 
was  approved  in  Canada.  When  was  it  approved  in  Canada? 

Mr.  McIntosh.  I  believe  it  was  approved  in  the  1980s.  I  would 
have  to  get  the  exact  date. 

Senator  Leahy.  By  whom,  do  you  remember? 

Mr.  McIntosh.  By  the  Canadian  equivalent  of  the  Food  and 
Drug  Administration. 

Senator  Leahy.  That  is  interesting,  because  we  are  on  the  border 
with  Canada  in  Vermont  and  I  had  heard  about  this  and  I  called 
there.  I  called  Ottawa  and  I  called  other  places  and  they  can't  find 
anybody  who  has  ever  approved  this  in  Canada.  I  wonder  if  you 
could  be  a  little  more  specific  about  who  it  was,  because  after  all 
our  checking,  with  Canada,  I  can't  find  anybody  that  ever  approved 
this.  I  understand  the  media-investigated  this  as  well. 

Mr.  McIntosh.  I  will  review  our  records.  Senator,  and  get  back 
to  you. 

Senator  Leahy.  Please  do,  because  it  would  be  helpful.  We 
couldn't  find  anybody.  A  couple  of  the  national  networks  couldn't 
find  anybody.  I  believe  the  Associated  Press  tried  and  they  couldn't 
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find  anybody.  If  you  could  get  it  to  me,  I  will  pass  it  on  to  them, 
because  nobody  seems  to  have  heard  of  this. 

Mr.  McIntosh.  Gladly.  And  as  I  said 

Senator  Leahy.  I  know  the  company  that  makes  it  has  said  that, 
but  they  have  not  really  said  who  it  was  who  approved  it.  I 
wouldn't  want  any  one  of  us  to  be  taken  in  by  a  hoax  by  some  com- 
pany. If  we  could  find  it,  we  could  clear  it  up. 

Mr.  McIntosh.  As  I  said,  they  also  indicated  that  it  was  avail- 
able in  Europe  for  sale  there. 

Senator  Leahy.  A  lot  of  things  are  available  for  sale,  but  I  am 
just  wondering  if  anybody  has  approved  it  as  being  something  that 
works. 

The  Chairman.  Will  the  Senator  yield?  The  major  point  is 

Senator  Leahy.  If  I  might,  Mr.  Chairman 

The  Chairman.  It  is  not  on  this  point.  I  would  like  to  just  make 
this  one  point.  As  somebody  who  has  worked  with  the  FDA  now  for 
all  19  years  I  have  been  in  Congress,  the  United  States  is  the  most 
innovative  nation  in  the  world  from  a  medical  device  standpoint. 
Certain  medical  devices  are  supposed  to  get  through  in  six  months. 
They  are  now  taking  two  and  three  years. 

We  are  losing  that  industry  to  overseas.  I  don't  know  about  this 
particular  item,  but  the  point  is  still  a  well-made  point,  and  that 
is  that  we  are  losing  the  innovation  industry,  one  of  the  great  in- 
dustries of  this  country,  because  of  over-regulation  and  because 
FDA  is  not  acting  with  dispatch  on  medical  devices,  and  that  is  the 
problem. 

Senator  Leahy.  Mr.  Chairman,  it  is  just  like  an  example 
where 

The  Chairman.  Whether  it  is  this,  or  I  can  give  you  100  other 
examples. 

Senator  Leahy.  I  can  give  examples.  They  move  much  faster  in 
Europe.  They  moved  much  faster  in  approving  thalidomide  than  we 
did. 

The  Chairman.  Thalidomide  is  always  brought  up. 

Senator  Leahy.  I  just  mention  that. 

The  Chairman.  I  know  babies  that  are  dying  because  they 
wouldn't  approve  a  respiratory  system  that  works. 

Senator  LEAHY.  Let  me  ask  you  this  question.  We  talk  about  our 
regulations,  but  we  have  had,  in  the  last  ten  years,  the  fastest  in- 
crease in  manufacturing  and  productivity  in  this  country,  have  we 
not,  one  of  the  fastest  in  the  world? 

Mr.  Mcintosh.  We  have  had  tremendous  increase  in  productivity 
here.  The  question  is 

Senator  Leahy.  Within  this  same  regulatory  framework.  I  am 
not  in  favor  of  all  kinds  of  regulations.  I  know  that  most  regula- 
tions were  written  since  I  have  been  in  the  Congress,  since  Presi- 
dents Ford,  Reagan,  and  Bush's  administrations. 

I  think  about,  for  example,  would  anybody  buy  a  new  car  today 
that  didn't  have  an  air  bag  in  it,  and  yet  that  took  a  long  time  just 
to  get  the  regulations  in  place  for  that.  Where  do  we  cut?  You  men- 
tioned the  cost  of  food,  and  yet,  not  only  do  we  have  the  least  ex- 
pensive food  than  just  about  anywhere  else  in  the  world;  it  costs 
us  a  lot  less,  than,  for  example,  in  Japan  or  most  places  in  Europe 
to  buy  our  food,  but  we  are  generally  considered  to  have  the  safest. 
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Would  we  have  the  safest  if  we  couldn't  go  after  things  like  Jack- 
in-the-Box  and  the  E.  coli  problem? 

Mr.  McIntosh.  I  think  there  is  universal  agreement  that  we 
need  to  be  able  to  go  after  health  and  safety  threats.  Let  me  just 
clarify  that  I  think  the  questions  that  need  to  be  asked  are,  "  How 
can  we  make  it  even  better?  How  can  we  reduce  the  cost  of  food 
even  further?  How  can  we  increase  productivity  in  the  United 
States  even  further?"  Six-hundred-billion  dollars  a  year  is  an  enor- 
mous figure  for  this  economy.  We  need  to  find  out  which  of  those 
costs  are  really  necessary  for  health  and  safety  and  which  are  un- 
necessary. 

Let  me  turn  back  to  this  breast  pad  to  just  say,  this  would  fall 
under  the  category  of  a  device  that  is  a  relatively  low  risk.  Even 
President  Clinton  yesterday  indicated  that  they  were  reforming  the 
way  FDA  does  its  approvals  to  make  sure  that  they  do  a  better  job 
of  not  holding  such  devices  up.  I  think  the  real  loser  in  this  is  the 
American  public,  that  doesn't  have  these  types  of  innovative  de- 
vices available  to  them. 

Senator  Leahy.  If  they  are  workable.  We  also  are  replete  with 
devices  sold  over  the  years  that  were  going  to  do  everything  from 
cure  arthritis  to  grow  hair,  and  most,  I  might  say,  don't  work. 
[Laughter.] 

I  understand  what  you  are  doing.  Paul  Laxalt  and  I  passed,  I 
thought,  a  very  good  piece  of  legislation.  The  Laxalt-Leahy  regu- 
latory reform  bill  passed  the  Senate  unanimously  but  didn't  make 
it  over  in  your  body.  We  think  this  would  have  taken  care  of  a 
number  of  the  things.  Senator  Laxalt  was  never  accused  of  being 
in  bed  with  the  super-regulators,  as  you  know.  He  was,  in  fact,  one 
of  the  finest  Senators  I  ever  served  with. 

Mr.  McIntosh.  And  I  think  those  efforts  are  very  helpful,  Sen- 
ator. 

Senator  Leahy.  We  made  sure  rules  are  based  on  a  cost/benefit 
analysis,  and  I  am  concerned  that,  here,  we  have  a  bill  that,  if  you 
want  to  put  a  product  on  the  market  that  is  exempt  from  any  kind 
of  reform  to  protect  the  public,  you  have  to  do  it  judicially- 
reviewable,  peer-reviewed  cost/benefit  analysis,  a  peer-reviewed,  ju- 
dicially-reviewable  risk  assessment  that  is  so  complex,  I  am  not 
sure  anybody  could  understand  it. 

Mr.  McIntosh.  I  think  it  will  be  much  more  comprehensible 
than  the  pile  of  regulations  there  in  front  of  us.  People  will  under- 
stand that  you  have  a  simple  test,  do  the  benefits  outweigh  the 
costs,  and  are  we  using  good  science. 

You  mentioned  one  thing  that  I  think  is  also  very  important  in 
this.  We  need  to  start  relying  more  on  market  forces  to  drive  many 
of  our  health  and  safety  concerns.  The  air  bags,  for  example,  are 
receiving  much  greater  use  today  because  people  are  demanding 
them  in  the  marketplace  more  than  they  were  when  there  was  a 
regulatory  requirement  to  produce  them.  If  this  device  doesn't 
work,  I  suspect  people  will  not  buy  it  in  the  marketplace. 

Market  forces  are  much  more  significant  ways  of  achieving  our 
goals  of  protecting  health  and  safety  and  the  environment  and  I 
think  we  need  to  recraft  the  regulatory  process  to  take  those  into 
account. 
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Senator  Leahy.  I  agree  with  you,  market  forces  can  be  a  great 
help,  but  we  also  know  that  billions  and  billions  and  billions  of  dol- 
lars are  spent  on,  basically,  scams  in  this  country  every  year. 

When  I  was  a  prosecutor,  I  remember  in  our  consumer  fraud  di- 
vision the  number  of  people  we  would  lock  up,  and  there,  one  could 
say  is  market  force,  slick  advertising,  and  away  we  went.  The  air 
bags,  the  auto  industry  fought  those  tooth  and  nail.  I  remember 
some  of  the  hearings  up  here. 

Mr.  McIntosh.  Now  they  are  bragging  about  them. 

Senator  Leahy.  Now  they  brag  about  them.  I  am  all  for  making 
regulations  simpler,  as  one  who  came  from  a  family  where  we  had 
a  small  business  in  the  back  of  the  house;  we  lived  in  the  front. 
I  know  some  of  the  things  that  are  necessary.  But  also,  both  my 
grandfathers  were  stonecutters.  Both  of  them  died  of  silicosis  of  the 
lungs.  They  died  from  silicosis  of  the  lungs  because  the  markets 
didn't  push  for  regulation  in  the  stone  sheds  they  worked  in,  not 
at  all.  It  was  only  when  regulations  came  in  that  the  cleaner  air 
was  put  in  that.  Today,  people  don't  die  of  that. 

I  go  to  a  graveyard  in  Barre,  Vermont,  and  I  see  a  gravestone 
that  says,  Patrick  J.  Leahy  on  it.  It  is  my  grandfather.  I  never 
knew  him.  He  died  long  before  my  parents  even  met.  He  died  as 
a  young  man  in  the  stone  sheds  of  things  that  don't  occur  today. 
There  are  no  market  forces  that  would  have  cleaned  up  the  air  for 
him. 

Mr.  McIntosh.  I  think  everyone  agrees,  we  have  to  protect 
health  and  safety.  The  tragedy  occurs  if  we  go  too  far  and  we  end 
up  costing  people  their  jobs. 

Senator  Leahy.  Thank  you.  Please  get  back  to  me  on  the  Cana- 
dian issue. 

Mr.  McIntosh.  I  will,  gladly.  Senator. 

Senator  Leahy.  Thank  you,  Mr.  Chairman. 

The  Chairman.  You  are  welcome. 

Senator  Thompson. 

STATEMENT  OF  HON.  FRED  THOMPSON,  A  U.S.  SENATOR 
FROM  THE  STATE  OF  TENNESSEE 

Senator  Thompson.  I  wanted  to  get  your  ideas  on  decisional  cri- 
teria. As  I  look  at  the  materials,  it  seems  that  the  Reagan  order 
required  that  the  benefits  outweigh  the  costs.  I  believe  that  re- 
quirement was  or  is  in  your  bill,  too,  is  that  right? 

Mr.  McIntosh.  Yes,  that  is. 

Senator  THOMPSON.  I  believe  in  the  Clinton  executive  order,  the 
language  has  to  do  with  the  rule  must  justify  the  potential  costs. 
As  I  read  the  statute,  the  bill  we  are  dealing  with  here  today,  in 
Section  624,  says  that  potential  benefits  to  society  from  the  rule 
must  justify  the  potential  cost  of  the  rule  to  society  as  determined 
by  the  analysis  required  by  the  section,  and  so  on  and  so  forth. 

Is  that  your  understanding,  that  this  bill  requires  that  the  bene- 
fits justify  the  costs? 

Mr.  McIntosh.  Yes,  it  is.  Let  me  say  that,  I  think,  at  its  core, 
the  Clinton  executive  order  preserved  the  cost/benefit  principles 
that  the  Reagan  executive  order  had.  There  is  also  a  second 
decisional  criteria  that  I  think  is  very  important,  and  that  is  that 
the  agencies  use  the  least-costly  alternative,  that  they  not  only  be 
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justified  by  the  benefits,  but  if  there  is  more  than  one  alternative 
that  would  get  you  those  benefits,  the  agency  needs  to  use  that 
which  would  impose  the  least  cost  on  the  American  people. 

Senator  Thompson.  That  is  a  separate  section  and,  very  often, 
will  be  a  totally  separate  consideration.  I  am  just  wondering,  do 
you  really  feel  that  the  current  language  or  the  Clinton  executive 
order  language  is  the  proper  criteria  to  use?  Apparently,  in  your 
bill,  as  I  have  said,  you  had  what  might  be  considered  to  be  a  high- 
er hurdle  for  the  agency  to  jump  over,  and  that  is  that  the  benefits 
must  outweigh  the  costs. 

When  I  read  this,  I  am  wondering  what  that  means.  Does  that 
mean  that  although  the  cost  might  outweigh  the  benefits,  that  it 
is  still  justifiable  as  long  as  you  consider  the  cost  and  the  benefits? 

Mr.  McIntosh.  Senator,  I  didn't  interpret  it  that  way  when  I 
read  it.  I  guess  I  read  it  to  be  essentially  the  same  criteria,  that 
the  benefits  had  to  outweigh  the  costs.  If  it  doesn't  mean  that,  then 
it  perhaps  would  be  better  to  specify  the  language  that  we  have  in 
the  Reagan  order  or  in  the  House  version  to  make  that  clear.  It 
was  my  understanding  that  it  led  to  the  same  results.  Perhaps  I 
would  defer  to  Ms.  Katzen  to  see  if  they  have  interpreted  their  ex- 
ecutive order  in  a  way  substantially  different  than  the  Reagan  ex- 
ecutive order. 

Senator  Thompson.  Thank  you.  That  is  all  I  have,  Mr.  Chair- 
man. 

The  Chairman.  Thank  you.  Senator  Thompson. 

Senator  Simon. 

STATEMENT  OF  HON.  ALAN  K.  SIMPSON,  A  U.S.  SENATOR 
FROM  THE  STATE  OF  WYOMING 

Senator  Simon.  Thank  you,  Mr.  Chairman. 

First,  just  a  word  of  caution  to  my  colleagues,  and  I  appreciate 
your  coming  over  here  and  discussing  this.  I  think  the  discussion 
itself  is  good.  I  tend  to  believe,  however,  that  we  ought  to  pinpoint 
what  needs  to  be  done.  I  was  involved  because  of  a  farmer  in  Gal- 
latin County,  Illinois,  in  getting  the  agricultural  census  form 
brought  down  from  16  pages  to  four  pages.  I  think  there  are  things 
that  we  can  do  that  really  do  help. 

I  am  very  cautious,  however,  about  anything  that  is  just  labeled 
"regulatory  reform".  I  cast  one  of  three  votes  against  the  1986  Tax 
Reform  and  Simplification  Act.  The  Tax  Reform  and  Simplification 
Act  was  1,100  pages  long.  It  is  one  of  the  best  votes  I  cast. 

The  Chairman.  Me,  too. 

Senator  SiMON.  As  I  look  at  this,  we  have  13  pages  describing 
what  agencies  have  to  go  through  in  the  process  of  creating  a  regu- 
lation, forms  they  have,  paperwork  they  have  to  fill  out.  As  I  look 
at  the  potential  for  litigation,  I  think  it  is  huge.  When  we  toss  out 
figures  like  $600  billion  cost  for  a  regulation,  I  think  those  things 
have  no  substance  at  all.  I  think  there  are  costs.  I  don't  think  any- 
one has  a  solid  analysis  of  those  costs. 

On  the  device  that  you  have,  and  I  speak  with  a  little  bit  of  self- 
interest,  perhaps,  because  they  are  manufactured  in  Decatur,  Illi- 
nois, but  even  if  something  is  manufactured  in  Illinois,  that  doesn't 
make  it  right. 
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Let  me  read  just  a  little  bit  from  the  Washington  Post  of  Feb- 
ruary 22. 

The  Sensor  Pad,  a  little  plastic  sandwich  designed  to  make  it  easier  for  women 
to  examine  their  breasts,  has  been  a  powerful  weapon  in  the  hands  of  lobbyists  who 
would  like  to  rein  in  the  Food  and  Drug  Administration.  They  claim  the  device,  still 
not  licensed  for  marketing  in  this  country,  was  approved  by  Canadian  authorities 
in  less  than  60  days. 

There  is  only  one  problem:  It  has  never  been  approved  in  Canada,  either.  "No  de- 
vice is  approved  in  Canada,"  said  Mary  Jane  Bell,  the  acting  head  of  the  part  of 
Canada's  Medical  Services  Bureau  that  oversees  such  products.  "The  U.S.  FDA  ap- 
proves devices.  We  do  not."  Instead,  Canada  allows  companies  to  market  new  medi- 
cal devices,  asking  only  that  the  government  be  notified. 

In  fact,  the  Sensor  Pad  is  actually  banned  in  Canada  until  the  company  provides 
the  same  kind  of  information  on  effectiveness  demanded  by  the  FDA,  Bell  said. 
After  the  company  notified  the  Canadian  government  that  it  was  entering  the  mar- 
ket, officials  asked  the  manufacturer,  Inventive  Products  of  Decatur,  Illinois,  to 
show  that  the  pad  actually  aided  in  the  detection  of  lumps.  The  company  did  not 
comply,  and  the  Canadian  government  sent  a  letter  on  July  27,  1994,  prohibiting 
the  pad's  sale  there,  Bell  said. 

The  FDA  says  they  simply  want  to  have  clinical  tests  before  it 
is  approved.  To  say  that  that  there  is  no  harm  to  its  use,  there  is 
harm  if  women  believe  it  works  and  it  doesn't  work,  and  that  is  the 
danger,  so  I  think  we  have  to  move  with  some  caution. 

Let  me  read  a  letter  from  Nancy  Donnelly,  6120  North  Knox  in 
Chicago,  Illinois. 

Eighteen  months  ago,  my  only  child,  Alex,  died  after  eating  hamburger  meat  con- 
taminated with  E.  coli  0157H7  bacteria.  Every  organ,  except  for  Alex's  liver,  was 
destroyed.  Portions  of  his  brain  were  liquified  by  this  invisible  killer  that  comes 
from  cow  fecal  matter.  My  son's  death  did  not  have  to  happen  and  would  not  have 
happened  if  we  had  a  meat  and  poultry  inspection  system  that  actually  protected 
our  children. 

A  recently-proposed  meat  inspection  rule  called  HACCP  would  significantly  im- 
prove the  safety  of  our  country's  meat  inspection  system.  Pending  regulatory  mora- 
torium and  so-called  regulatory  reform  bills,  however,  would  stop  these  efforts  cold, 
allowing  needless  deaths  to  continue. 

I  think  we  have  to  be  cautious  in  this  area.  We  are  talking  about 
lives  at  stake.  You  mentioned  that  our  grocery  bill  is  higher.  It  may 
be  a  little  higher,  but  I  do  know  this.  We  pay  less  as  a  percentage 
of  our  budget  for  food  than  any  other  people  on  the  face  of  the 
earth.  The  food  we  have  is  safer  than  for  any  other  people  on  the 
face  of  the  earth.  I  don't  think  the  American  people  want  to  move 
away  from  that. 

Mr.  McIntosh.  I  think  that  is  right. 

Senator  Simon.  I  am  sure  you  agree  with  that. 

Mr.  McIntosh.  Let  me  say,  I  agree  with  your  statement  that  we 
need  to  be  cautious  in  this  area.  I  would  also  urge  the  members 
of  the  committee  to  be  cautious  about  the  information  they  are  re- 
ceiving from  the  regulatory  agencies  who  have  a  vested  interest  in 
preserving  their  regulatory  programs  and  policies. 

We  used,  as  another  example  in  our  debate  on  'regulatory  reform, 
something  that  I  referred  to  as  the  leaky  bucket  guideline  that  was 
being  prepared  by  the  Consumer  Product  Safety  Commission.  It 
would  have  questioned  the  availability  of  five-gallon  buckets  be- 
cause of  serious  threats  to  safety  in  the  use  of  the  household,  al- 
though less  serious  than  bathtubs.  They  ended  up  with  the  kind  of 
paradoxical  conclusion  that  if  you  wanted  to  have  a  five-gallon 
bucket,  it  had  to  be  one  that  would  be  designed  with  a  hole  in  the 
bottom.  They  deny  that  they  had  anything  like  that  that  they  were 
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considering,  but  we  have  gone  through  the  record  and  discovered 
they  have  studies,  that  they  were  looking  at  this  type  of  regulation. 

So  you  have  to  be  very  careful  in  listening  to  the  regulatory 
agency's  explanation  of  this  because  they  will  back-pedal  and  say, 
no,  no,  we  are  not  doing  anything  here,  but  there  are  literally  hun- 
dreds of  examples  of  regulatory  excess  that  the  agencies  really 
don't  want  to  own  up  to. 

I  think  what  people  are  asking  for  is  a  restoration  of  common 
sense  in  this  area.  They  need  some  form  of  review  that  imposes  a 
neutral  standard,  that  we  want  the  benefits  to  outweigh  the  costs, 
we  want  good  science  to  be  used,  and  I  think  the  agencies  are  re- 
sisting that  because  they  don't  want  to  have  anybody  questioning 
it. 

Senator  SiMON.  I  agree  with  the  common  sense  that  you  call  for. 
I  guess  my  concern  is  if  we  move  at  this  with  a  meat  ax,  that  we 
are  going  to  do  real  harm  to  our  country.  The  most  effective  thing 
I  have  seen  in  my  years  in  Congress  was  when  I  was  in  the  House 
and  Carl  Perkins  was  the  chairman  of  the  House  Labor  and  Edu- 
cation Committee  and  we  passed  a  resolution  asking  the  Education 
Department  to  reduce  all  of  their  regulations,  I  think  it  was  by  ten 
percent.  I  can't  remember  the  figure.  Then,  that  caused  them  to  ac- 
tually go  in  and  review  and  say  what  really  made  sense. 

I  think  that  kind  of  approach  makes  more  sense  than  what  we 
are  talking  about  here,  which,  I  think,  will  result  in  a  huge  in- 
crease in  litigation  and  some  real  harm  to  the  country.  We  are 
talking  about  something  that  has  immediate  visceral  appeal,  but  I 
think  we  have  to  be  cautious  as  we  move  ahead. 

I  think  the  dialogue  is  good.  I  think  it  is  necessary  that  we  let 
agencies  know  they  sometimes  get  overzealous,  and  I  think  that  is 
really  the  problem,  that  somebody  brand  new  with  an  M.A.  degree 
from  a  university  in  your  State  or  mine  comes  in  and  they  take  a 
perfectly  good  statutory  provision  and  go  wild  with  it.  So  there  are 
problems,  but  I  think  we  have  to  use  some  common  sense  here.  I 
think  we  have  to  be  cautious. 

Let  me  add  another  reason  for  caution.  I  know  the  House  added 
a  duck  hunting  exemption.  You  exempted  duck  hunting  from  this 
particular  bill.  If  we  can  exempt  duck  hunting,  maybe  we  ought  to 
exempt  food  and  safety  devices  and  other  things,  too.  I  just  pass 
that  along,  and  I  thank  you  for  being  here. 

Let  me  apologize  for  not  being  here  for  the  rest  of  this  discussion, 
but  I  am  supposed  to  be  over  on  the  floor. 

The  Chairman.  We  understand,  and  we  know  you  take  a  great 
interest  in  these  matters. 

Senator  Leahy.  But  you  understand,  Senator  Simon  will  read  all 
of  your  remarks  and  the  rest  of  ours  in  the  record  studiously  over 
the  weekend. 

Senator  SiMON.  There  is  no  statement  that  has  less  truth  to  it 
than  the  statement  that  members  of  the  Senate  say,  I  am  sorry  I 
can't  stay  but  I  am  going  to  read  all  your  testimony.  I  hear  it  over 
and  over  again.  [Laughter.] 

The  Chairman.  Wait  a  minute.  Senator.  Let  us  not  make  that 
public,  okay?  [Laughter.] 

Senator  Leahy.  Nobody  ever  would  have  known  that,  Paul,  if  you 
hadn't  said  anything.  [Laughter.] 


21 

The  Chairman.  We  will  turn  to  Senator  DeWine. 

STATEMENT  OF  HON.  MIKE  DEWINE,  A  U.S.  SENATOR  FROM 
THE  STATE  OF  OHIO 

Senator  DeWine.  Thank  you.  Congressman,  thank  you  very 
much. 

The  statement  or  phrase,  "benefit  outweighing  cost,"  certainly 
has  a  lot  of  appeal.  I  have  used  it  myself.  I  am  kind  of  struggling 
here  with  the  specific  bill  that  we  are  looking  at  and  looking  at 
some  of  the  definitions.  Let  me  just  preface  my  question  by  reading 
a  couple  sections  here. 

Section  624,  this  is  the  criteria,  says  that: 

The  potential  benefits  to  society  from  the  rule  justify  the  potential  costs  of  the 
rule  to  society,  as  determined  by  the  analysis  required  by  622 — et  cetera. 

If  you  look  over  and  try  to  find  the  definition  of  benefit,  this  defi- 
nition is  given. 

The  term  benefit  means  the  reasonably  identifiable  significant  benefits,  including 
social  and  economic  benefits  that  are  expected  to  result  directly  or  indirectly  from 
implementation  of  a  rule  or  an  alternative  to  a  rule. 

The  term  "cost"  is  defined  as  follows: 

The  term  cost  means  the  reasonably  identifiable  significant  costs  and  adverse  ef- 
fects, including  social  and  economic  costs,  reduced  consumer  choice,  substitution  ef- 
fects, and  impeded  technological  advancement  that  are  expected  to  result,  directly 
or  indirectly,  from  implementation  of  or  compliance  with  a  rule  or  an  alternative 
to  a  rule. 

After  reading  that,  I  am  not  sure,  if  I  was  applying  that,  that  I 
would  know,  frankly,  any  more  than  I  did  before  I  read  the  first 
definition.  How  does  this  help  any  decisionmaker?  Common  sense 
would  tell  us  that  benefits  should  outweigh  costs.  But  if  I  take  the 
language  from  this,  how  do  I  factor  in  human  life?  How  do  I  factor 
in  someone  becoming  sick? 

I  think  we  make  reasonable  trade-offs  in  society  every  day,  and 
we  make  a  determination  that  we  are  not  going  to  add  so  much 
protection,  and  we  are  not  going  to  require  people  to  only  drive  at 
20  miles  per  hour.  We  know  that  if  everyone  only  drove  at  20  miles 
per  hour,  our  auto  fatality  rate  would  go  down.  We  know  that  fact. 
We  don't  require  them  to  do  that.  So,  obviously,  society,  rightly  or 
wrongly,  is  making  choices. 

How  would  you  understand  this  definition,  if  you  were  the  deci- 
sion maker,  and  what  information  would  you  have  with  this  in 
statute  that  you  didn't  have  before  it  was  in  statute? 

Mr.  McIntosh.  The  organic  statutes  that  many  regulatory  agen- 
cies use  to  issue  regulations  have  sometimes  specific,  sometimes 
very  broad  and  general  commands  to  regulate  in  the  public  inter- 
est. They  don't  really  apply  any  greater  specificity,  in  many  cases, 
as  to  the  standard  they  need  to  use. 

What  this  statute  would  do  is,  essentially,  provide  a  list  of  fac- 
tors that  the  agency  would  weigh  on  both  sides  of  the  equation — 
things  to  consider. 

Let  me  say  that  I  don't  think  it  is  a  precise  science,  and  I  think 
the  Senator  is  correct  in  pointing  that  out,  on  either  the  cost  or  the 
benefit  side.  On  the  cost  side,  it  is  very  difficult  to  quantify  many 
of  those  costs.  Economists  will  tell  you,  for  example,  if  you  try  to 
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establish  a  regulatory  budget,  that  the  measures  are  so  imprecise 
that  you  wouldn't  be  able  to  do  that. 

On  the  benefits  side,  you  don't  want  to  be  put  into  the  position 
of  weighing  saving  a  life  against  a  certain  dollar  cost,  because  it 
is  politically  untenable  to  do  that.  I  don't  think  people  want  us  to 
have  that  type  of  measure. 

Some  of  the  risks  are  not  as  clear-cut.  The  one-in-a-million  risk 
that  somebody  will  come  down  with  cancer  over  a  lifetime,  that  is 
a  significant  risk  for  many  agencies,  but  it  is  difficult  to  evaluate 
in  real  human  terms  because  there  are  a  lot  of  risks  in  everyday 
life  that  are  greater  than  that. 

But  nonetheless,  it  is  an  effort  to  be  as  straightforward  and  ra- 
tional as  possible  in  putting  down  those  benefits.  There  has  been, 
over  time,  a  kind  of  rough  agreement,  I  think,  among  the  agencies 
and  the  reviewers  at  OIRA  to  when  the  risks  start  being  very  small 
for  the  benefits  and,  on  the  other  hand,  when  the  risks  are  signifi- 
cant and  the  costs  justify  them.  That  sort  of  working  understand- 
ing, I  think,  will  end  up  animating  a  lot  of  the  cost/benefit  review. 

Let  me  mention,  there  is  one  category  of  problems,  though,  that 
I  think  the  formula  you  mentioned  clearly  addresses,  and  that  is 
where  there  are  no  identifiable  additional  benefits  to  a  regulation. 
Oftentimes,  either  for  emotional  reasons  or  political  reasons,  a  par- 
ticular regulatory  approach  is  put  into  law  or  written  into  regula- 
tions, but  the  solution  doesn't  add  any  additional  protection  against 
health  or  safety  or  environmental  risks.  Those  particular  provi- 
sions, I  think,  would  be  severely  criticized  under  this  review  and 
less  likely  to  be  enacted  into  law  or  as  a  matter  of  regulation. 

Senator  DeWine.  You  think,  in  that  case,  it  would  make  a  dif- 
ference, that  this  definitional  language  would  make  a  difference? 

Mr.  McIntosh.  Yes,  I  think  it  would  be  helpful  to  clarify  the  cri- 
teria on  both  sides.  I  think  an  effort  should  be  made  by  all  of  us 
to  explain  to  the  American  people  what  we  are  doing,  to  put  in 
common-day  language  what  it  is  we  are  looking  at  in  terms  of  ben- 
efits and  what  the  costs  are  for  job  loss  and  increases  in  prices,  and 
that  communications  effort  should  also  be  done. 

Senator  DeWine.  Thank  you. 

The  Chairman.  Senator  Heflin? 

Senator  Heflin.  I  believe  that  most  of  the  questions  I  had  in 
mind  for  this  witness  have  already  been  asked. 

The  Chairman.  Thank  you. 

Senator  Kennedy,  do  you  have  anything  for  this  witness? 

STATEMENT  OF  HON.  EDWARD  M.  KENNEDY,  A  U.S.  SENATOR 
FROM  THE  STATE  OF  MASSACHUSETTS 

Senator  Kennedy.  Thank  you,  Mr.  Chairman.  I  will  just  take  a 
moment. 

I  want  to  commend  you  for  having  these  hearings.  This  commit- 
tee has,  I  think,  a  well-deserved  reputation  for  thoughtfulness  on 
this  issue  and  for  bipartisan  efforts  in  the  whole  area  of  regulatory 
reform. 

As  you  remember,  we  reported  good  legislation  here  in  1982, 
which  was  passed  virtually  unanimous  in  the  United  States  Sen- 
ate, but  we  didn't  get  corresponding  action  by  the  House.  As  we  ap- 
proach this  hearing  and  these  questions  this  morning,  we  should 
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do  so  in  light  of  the  House  of  Representatives,  which,  as  far  as  I 
am  concerned,  ran  amuck  with  regards  to  the  health  and  safety  of 
the  American  people,  when  it  passed  a  regulatory  reform  bill  ear- 
lier this  year. 

You  and  I  have  both  been  on  the  Labor  and  Human  Resources 
Committee,  Mr.  Chairman.  I  remember  the  hearings  on  the  Dalkon 
shield,  where  we  heard  about  2,300  women  that  died  from  per- 
forated uteruses.  The  only  remedy  for  these  individuals  was  to  pur- 
sue their  individual  cases  in  courts.  We  developed  the  medical  de- 
vice legislation  to  ensure  appropriate  safety  with  regards  to  medi- 
cal devices.  I  thing  there  are  reasonable  questions  about  whether 
the  regulatory  procedures  cannot  be  streamlined.  But  we  cannot  re- 
turn to  the  days  of  the  rubber  barons. 

We  also  were  members  of  a  committee  that  oversaw  safety  regu- 
lations for  mine  safety.  They  were  sent  over  to  the  Competitiveness 
Council  under  a  previous  administration,  and  the  council  sent  back 
a  complete  revision  of  those  safety  regulations  which,  effectively, 
were  the  identical  regulations  that  the  mine  operators  had  rec- 
ommended with  the  same  misspelled  words  and  the  grammar  mis- 
takes in  it.  The  Competitiveness  Council  just  took  the  mine  owners' 
recommendations  and  sent  them  right  back  to  us,  discarding  the 
solid  health  and  safety  recommendations  we  heard  during  a  very 
thoughtful  set  of  hearings  about  protecting  the  lives  and  the  well- 
being  of  miners. 

There  is  a  lot  of  rhetoric  that  goes  on  about  these  regulations. 
We  have  eliminated  a  lot  of  the  rules  and  regulations  in  our  edu- 
cation programs  last  year,  the  Elementary  and  Secondary  Edu- 
cation Act,  the  Goals  2000  reforms,  and  other  programs,  with 
strong  support  by  the  administration.  We  want  to  find  ways  to  free 
up  the  energies  of  our  economy,  the  competitive  aspects  of  our 
economy,  but  also  be  very  wary  in  terms  of  health  and  safety. 

I  know  that  our  witness  has  talked  to  some  extent  about  these 
issues.  I  don't  know  whether  he  wants  to  just  make  a  comment  on 
that.  I  apologize  for  missing  the  earlier  part  of  the  testimony. 

Clearly  this  measure  has  to  be  a  matter  of  balance.  We  may  dif- 
fer about  where  we  draw  the  line.  But  I  would  be  interested  in  just 
a  very  quick  comment  with  regards  to  how  you  see  regulation  in 
terms  of  economic  goals  as  compared  to  health  and  safety  goals. 

Mr.  McIntosh.  Let  me  say,  I  think  it  is  vitally  important  that 
we  have  a  strong  regulatory  program  to  protect  health  and  safety 
in  the  United  States,  and  I  think  it  is  important  that  we  lay  out 
a  vision  for  protecting  the  environment.  I  think  the  American  peo- 
ple want  us  to  do  that  at  the  national  level. 

I  think,  unfortunately,  what  we  have  seen  deve.lop  over  the  last 
20  years,  in  part  through  a  series  of  unintended  consequences,  is 
that  those  regulations  have  not  been  well-crafted  to  accomplishing 
that  goal  and  that  there  is  serious  harm,  either  in  terms  of  health 
and  safety  or  in  terms  of  job  loss  and  costs  that  were  unnecessary, 
that  didn't  really  add  any  additional  health  and  safety  benefit. 

I  think  the  goal  of  this  committee  and  both  houses  of  Congress 
should  be  to  develop  a  regulatory  process  that  focuses  in  like  a 
laser  beam  on  real  health  and  safety  threats  and  avoids  some  of 
the  unnecessary  consequences. 
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Let  me  just  share  with  the  Senator  one  testimony  that  came  be- 
fore a  House  committee,  actually,  in  the  prior  Congress,  of  a 
woman  whose  daughter  was  born  with  a  birth  defect  that  required 
that  she  have  a  stint  put  in  the  back  of  her  head  to  allow  drainage 
of  the  fluid  that  would  accumulate  there.  Without  the  stint,  the 
daughter  would  suffer  excruciating  pain  and  eventually  die.  That 
stint  has  to  be  replaced  every  four  years.  The  mother  came  and  tes- 
tified about  the  tears  that  came  to  her  daughter's  eyes  as  they 
would  go  through  the  procedure  to  replace  that. 

What  is  happening  is  that  with  the  current  system  of  not  only 
regulation  but  liability,  the  manufacturers  of  the  material  for  that 
stint  are  telling  us  they  don't  want  to  offer  it  in  the  marketplace 
anymore  because  their  risks,  economic  risks,  are  too  great  and, 
frankly,  they  would  like  to  offer  the  material  for  non-surgical  uses. 
Unfortunately,  you  don't  want  to  look  the  little  girl  in  the  face  and 
say,  we  can't  give  you  this  stint  anymore. 

So  we  have  to  address  the  problem  in  the  regulatory  area  and 
in  the  liability  area  to  make  sure  that  we  have  reached  the  right 
balance  and  that  those  products  go  forward. 

Senator  Kennedy.  I  think  that  is  a  challenge  for  us.  The  chair- 
man of  the  committee  is  very  familiar,  for  example,  with  the  dis- 
tinction between  the  live  and  the  killed  vaccines  in  polio.  You 
produce  non-negligently  good  polio  live  vaccines,  you  are  going  to 
have  10  to  12  bad  outcomes.  The  companies  are  not  going  to 
produce  it  because  they  know  if  they  go  to  the  jury,  you  are  going 
to  hear  the  mother  legitimately  saying,  I  took  my  child  down  there 
to  get  vaccinated,  others  in  that  class  did  not,  and  mine  was  the 
one  that  got  it  and  I  am  faced  with  this.  There  isn't  a  jury  in  the 
world  that  isn't  going  to  be  responsive  on  this. 

So  these  are  legitimate  public  policy  issues,  but  I  want  to  make 
sure  that  we  are  going  to  recognize  the  importance  of  assuring  if 
that  polio  vaccine  is  going  to  be  produced,  it  is  going  to  be  produced 
non-negligently  and  they  are  going  to  have  effective  safety  stand- 
ards. 

We  are  going  to  face  difficult  questions  as  we  try  to  reduce  the 
regulatory  burden  without  trimming  back  on  health  and  safety. 

Thank  you  very  much. 

[The  prepared  statement  of  Senator  Kennedy  follows:] 

Prepared  Statement  of  Senator  Edward  M.  Kennedy 

I'm  pleased  that  the  Committee  is  giving  careful  consideration  to  the  subject  of 
regulatory  reform.  This  Committee  has  a  history  of  approaching  administrative  law 
issues  on  a  bipartisan  basis  and  seeking  guidance  from  independent  experts  in  this 
technical  field. 

There's  a  right  way  and  a  wrong  way  to  reform  administrative  agencies.  In  1982, 
the  Senate  did  it  the  right  way.  We  unanimously  passed  a  sensible  reform  bill  to 
improve  the  analytic  tools  used  by  agencies  to  set  regulatory  priorities.  That  bill  did 
not  become  law,  but  it  is  the  foundation  on  which  we  should  construct  a  bipartisan 
reform  bill  in  the  Congress. 

Last  month,  however,  our  colleagues  in  the  House  did  it  the  wrong  way.  With  un- 
seemly haste,  aided  and  abetted  by  special  interest  lobbyists,  they  passed  a  series 
of  extreme  bills  that  would  undermine  the  health  and  safety  of  families  and  commu- 
nities across  the  country.  Proponents  of  these  bills  call  themselves  conservatives, 
but  they  are,  in  fact,  radicals  pursuing  an  extremist  anti-government  agenda. 

I  am  especially  concerned  about  the  effect  of  such  proposals  on  the  Food  and  Drug 
Administration  and  the  Occupational  Safety  and  Health  Administration.  These  two 
agencies  have  saved  countless  lives  through  sensible  regulation  of  food,  pharma- 
ceuticals, medical  devices  and  safety  in  the  workplace.  Some  of  the  proposals  before 
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us  would  drastically  undermine  the  ability  of  those  agencies  to  perform  the  essential 
tasks  that  Congress  has  assigned  to  them. 

The  Occupational  Safety  and  Health  Act  directs  OSHA  to  "protect  workers  from 
significant  health  risks  to  the  extent  economically  and  technologically  feasible."  This 
standard  represents  a  careful  balancing  of  competing  interests  by  Congress,  and  it 
has  a  well-defined  meaning  after  years  of  experience  and  interpretations. 

The  House-passed  bill  would  wipe  it  out  and  replace  it  with  a  new  cost-benefit 
test.  Right  wing  economic  theory  and  the  search  for  higher  business  profits  would 
override  basic  considerations  relating  to  the  health  and  safety  of  workers  and  con- 
sumers. 

The  bill  would  require  agencies  to  run  an  obstacle  course  before  major  rules  could 
be  promulgated.  Thousands  more  bureaucrats  would  have  to  be  hired  to  navigate 
the  sea  of  red  tape  mandated  by  the  bill.  And  even  after  a  rule  is  promulgated,  the 
bill  would  authorize  sweeping  judicial  review  of  agency  determinations,  permitting 
affected  industries  and  their  high-priced  lawyers  to  tie  up  the  agency  in  litigation 
for  years. 

Instead  we  need  a  regulatory  reform  bill  that  recognizes  cost/benefit  analysis  for 
what  it  is — a  tool  to  set  priorities,  not  a  club  to  overrule  well-settled  standards.  We 
need  to  enhance  Presidential  oversight  of  agencies,  requiregreater  consultation  be- 
tween agencies  and  the  industries  they  regulate,  and  provide  more  opportunities  for 
Congress  to  review  and  reject  regulations  that  are  unnecessary  or  unduly  burden- 
some. 

The  1994  election  was  not  a  mandate  to  override  the  health  and  safety  of  Amer- 
ican families  and  communities.  The  Senate  has  a  duty  to  reshape  these  hit-and-run, 
House-passed,  bumper-sticker  measures  and  make  them  more  reasonable. 

I  look  forward  to  the  testimony  of  our  witnesses. 

The  Chairman.  We  will  have  one  last  question,  and  that  is  Sen- 
ator Grassley. 

Senator  Grassley.  Mr.  Chairman,  I  understand  you  asked  about 
the  issue  I  was  going  to  ask  the  Congressman  about  and  that  was 
the  dollar  threshold  on  major  rules,  so  I  won't  bother  to  ask  any 
questions. 

The  Chairman.  Thank  you. 

Senator  Leahy.  Mr.  Chairman,  I  just  wonder  if  I  might  ask  per- 
mission to  put  in  the  record  an  article  from  the  Washington  Post, 
Wednesday,  February  22,  1995,  "Breast  Exam  Pad  Is  Used  As 
Weapon  Against  FDA,"  which  quotes  Mary  Jaine  Bell,  the  head  of 
Canada's  Medical  Services  Bureau  as  saying  that  the  device  is  not 
approved  in  Canada  and  goes  on  to  say,  "In  fact,  the  Sensor  Pad 
is  actually  banned  in  Canada." 

Subsequently  in  the  article,  it  speaks  about  a  poll  being  done  by 
the  manufacturer  saying,  "The  Sensor  Pad  is  a  device  designed  to 
help  women  detect  breast  cancer.  It  was  approved  in  Canada  with- 
in 60  days.  The  FDA  estimates  that  it  will  take  nine  years  of  test- 
ing for  approval.  Do  you  favor  or  oppose  the  fact  that  it  will  take 
nine  years  of  testing  for  approval?"  Remarkably,  only  77  percent 
were  opposed. 

I  put  this  in  only  because,  according  to  this  news  article,  the 
writers  found  the  same  thing  that  I  did,  and  that  it  is  not  approved 
up  there.  I  would  be  happy,  of  course,  if  there  is  further  approved, 
to  include  that. 

The  Chairman.  Without  objection,  we  will  put  that  in  the  record. 

[The  Washington  Post  article  and  a  letter  from  Senator  Leahy  to 
Senator  Hatch  follows:] 
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[From  the  Washington  Post,  Feb.  22,  1995] 
Breast  Exam  Pad  Is  Used  as  Weapon  Against  FDA 

CLAIMS  OF  FAST  CANADIAN  APPROVAL  FAIL  TRUTH  TEST 

(By  John  Schwartz) 

The  Senator  Pad,  a  little  plastic  sandwich  designed  to  make  it  easier  for  women 
to  examine  their  breasts,  has  been  a  powerful  weapon  in  the  hands  of  lobbyists  who 
would  like  to  rein  in  the  Food  and  Drug  Administration.  They  claim  the  device,  still 
not  licensed  for  marketing  in  this  country,  was  approved  by  Canadian  authorities 
in  less  than  60  days. 

There's  only  one  problem:  It's  never  been  approved  in  Canada  either.  "No  device 
is  approved  in  Canada,"  said  Mary  Jane  Bell,  the  acting  head  of  the  part  of  Can- 
ada's Medical  Services  Bureau  that  oversees  such  products.  The  U.S.  FDA  approves 
devices.  We  do  not."  Instead,  Canada  allows  companies  to  market  new  medical  de- 
vices, asking  only  that  the  government  be  notified. 

In  fact,  the  Sensor  Pad  is  actually  banned  in  Canada  until  the  company  provides 
the  same  kind  of  information  on  efiectiveness  demanded  by  the  FDA,  Bell  said. 
After  the  company  notified  the  Canadian  government  that  it  was  entering  the  mar- 
ket, officials  asked  the  manufacturer.  Inventive  Products  of  Decatur,  111.,  to  show 
that  the  pad  actually  aided  in  the  detection  of  lumps.  The  company  did  not  comply, 
and  the  Canadian  government  sent  a  letter  on  July  27,  1994,  prohibiting  the  pad's 
sale  there,  Bell  said. 

FDA's  critics  have  repeated  the  claims  of  speedy  approval  nevertheless.  In  April 
1994,  the  Wall  Street  Joumail  reported  that  the  device  was  approved  in  Canada  "in 
30  days."  In  an  August  report  on  ABC's  "20/20,"  reporter  John  Stossel  said,  "In  Can- 
ada they  approved  this  in  less  than  60  days."  A  similar  claim  was  made  by  the 
Washington  Legal  Foundation  in  an  advertisement  earlier  this  year. 

Citizens  for  a  Sound  Economy  took  it  one  step  further,  using  incorrect  information 
about  the  Sensor  Pad  in  a  survey  of  attitudes  toward  the  FDA.  Months  after  the 
company  received  news  of  the  Canadian  ban,  the  conservative  group  hired  Repub- 
lican pollster  Frank  Luntz  to  conduct  the  survey.  One  question  stated,  "The  'Sensor 
Pad'  is  a  device  designed  to  help  women  detect  breast  cancer.  It  was  approved  in 
Canada  within  60  days.  The  FDA  estimates  that  it  will  take  9  years  of  testing  for 
approval.  Do  you  favor  or  oppose  that  fact  that  it  will  take  9  years  of  testing  for 
approval?"  Predictably,  76.9  percent  were  opposed,  while  17.6  said  they  favored  the 
lengthy  approval  process. 

With  the  survey  audience  prepped  by  the  Sensor  Pad  question,  Luntz's  pollsters 
asked,  "From  what  you  have  learned,  do  you  have  a  very  favorable,  somewhat  favor- 
able, somewhat  unfavorable  or  very  unfavorable  opinion  of  the  FDA?"  Of  those 
polled,  29.8  percent  had  a  somewhat  or  very  unfavorable  opinion  of  the  agency;  61.4 
percent  maintained  a  favorable  view. 

Jeffrey  Pierce,  a  regulatory  analyst  for  Citizens  for  a  Sound  Economy,  said  he  had 
not  heard  that  Canada  had  banned  the  Sensor  Pad,  "To  be  perfectly  honest  with 
you,  I  have  not  studied  the  Canadian  system  in  depth,"  he  said. 

"The  problem  still  remains  with  the  FDA,"  Pierce  added,  because  the  agency  is 
too  restrictive  in  its  approval  process. 

FDA  officials  said  that  no  one  at  the  agency  every  told  the  company  that  approval 
would  take  nine  years.  After  failing  to  get  FDA  approval  for  its  initial  application 
in  1985,  Sensor  Pad  inventor  Earl  Wright  tried  to  go  around  the  agency  by  selling 
the  device  directly  to  hospitals,  which  landed  the  company  in  a  losing  court  battle 
with  the  FDA.  "I  never  dreamed  in  my  worst  nightmare  of  what  we've  been  through 
the  last  ten  years,"  said  Wright,  65,  who  came  to  Washington  in  January  with  his 
son,  the  president  of  the  company,  to  testify  before  a  House  subcommittee.  "I  will 
probably  never  develop  another  product." 

Cynthia  Pearson,  program  director  for  the  National  Women's  Health  Network, 
said  that  inventor  Wright  brought  much  of  his  bureaucratic  nightmare  on  himself 
"They  could  have  done  it  ten  times  over  in  the  time  they've  been  fighting  the  FDA," 
said  Pearson,  who  questioned  the  device's  effectiveness  before  an  FDA  advisory 
panel  last  year. 

"I  think  the  company  has  shown  over  a  period  of  years  that  they're  unwilling  to 
do  the  necessary  tests.  *  *  *  It's  reasonable  for  the  FDA  to  ask  that  those  kind  of 
studies  be  done,"  Pearson  said. 

Wright  maintains  the  Sensor  Pad  has  distinct  advantages  over  self-examination 
in  the  shower:  "Some  women  don't  like  to  touch  their  breast,  so  this  puts  something 
between  the  breast  and  hand  without  destroying  the  sense  of  touch,"  Now,  his  com- 
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pany  is  trying  to  get  FDA  approval  once  again,  and  Wright  said  that  things  are 
looking  up.  "1  think  they're  moving.  I  think  they  want  to  cooperate."  He  said  com- 
pany officials  are  meeting  with  the  FDA  next  week  to  discuss  tests  that  could  pass 
muster. 


U.S.  Senate, 
Washington,  DC,  April  3,  1995. 
Hon.  Orrin  G.  Hatch, 
Chairman,  Committee  on  the  Judiciary, 
U.S.  Senate,  Washington,  DC. 

Dear  Mr.  Chairman:  During  the  Committee's  March  17,  1995  hearing  on  regu- 
latory reform.  Congressman  Mcintosh  made  a  statement  about  a  sensor  pad  used 
to  detect  breast  cancer.  He  claimed  that  it  had  been  approved  in  Canada  but  denied 
to  American  women  by  an  unreasonable  Food  and  Drug  Administration  (FDA).  In 
fact.  Congressman  Mcintosh  claimed  that  the  sensor  pad  had  been  "approved  by  the 
Canadian  equivalent  of  the  Food  and  Drug  Administration."  My  research  on  this 
subject  has  shown  that  this  testimony  was  incorrect.  Both  Senator  Simon  and  I 
noted  the  February  22  article  in  the  Washington  Post  that  refuted  this  claim. 

When  I  asked  Congressman  Mcintosh  for  the  source  of  his  information,  he  said 
that  he  did  not  know.  He  committed  to  review  his  records  and  get  back  to  me.  Un- 
fortunately, his  letter  to  the  Committee  neither  provided  the  information  he  said  he 
would  furnish  to  us  nor  corrected  his  mistaken  assertion  that  the  device  had  been 
approved  in  Canada.  Instead,  his  letter  suggests  that  the  Canadian  Government  de- 
cided to  ban  the  sale  of  the  sensor  pad  in  1994  due  to  pressure  from  the  United 
States  FDA.  I  suggest  that  his  more  recent  assertion  needs  to  be  supported  or  with- 
drawn and  that  the  record  on  this  issue  needs  further  clarification. 

Congressman  Mcintosh  also  told  a  story  at  our  hearing  about  the  Consumer  Prod- 
uct Safety  Commission.  He  said  that  Consumer  Product  Safety  Commission  reached 
the  "paradoxical  conclusion  that  if  you  wanted  to  have  a  five-gallon  bucket,  it  had 
to  be  designed  with  a  hole  in  the  'oottom." 

Congressman  Mcintosh  related  this  story  even  though  research  establishes  that 
it  is  incorrect  and  he  had  been  corrected  publicly  on  several  occasions.  He  used  this 
story  during  the  February  23,  1995,  House  Floor  debate  and  was  immediately  cor- 
rected by  letters  from  the  Consumer  Products  Safety  Commission. 

Then,  on  March  12,  1995,  he  used  it  again  on  the  "One  on  One"  television,  show, 
and  was  corrected  on  the  program  by  Congressman  Kanjorski.  An  article  appeared 
in  the  New  York  Times  on  February  28,  again  correcting  this  erroneous  story.  Fi- 
nally, he  used  it  at  a  public  conference  on  food  safety  and  was  corrected  publicly, 
again. 

So,  although  he  was  corrected  once  by  letter,  twice  in  person,  and  in  the  New  York 
Times,  he  is  still  using  this  erroneous  story  before  our  Committee.  This  should  be 
corrected  in  our  hearing  record,  as  well. 

At  one  point  in  his  career,  Malcolm  Muggeridge,  the  well-known  British  author, 
was  in  a  battle  with  a  Fleet  Street  newspaper.  Speaking  of  that  newspaper,  he  said: 
"The  bucket  dropped  in  that  well  of  truth  was  leaky  indeed  *  *  *"  Mr.  Muggeridge's 
observation  applies  equally  well  to  Fleet  Street  news  stories  and  the  testimony  this 
Committee  heard  on  March  17  from  our  House  colleague. 

I  am  concerned  that  not  only  public  health  and  safety,  but  also  truth,  will  be  a 
victim  of  this  bill  if  it  is  based  on  testimony  such  as  Congressman  Mcintosh's,  which 
is  itself  riddled  with  holes. 

I  ask  that  the  hearing  record  be  corrected  on  both  of  these  matters  and  that,  at 
a  minimum,  this  letter  be  made  a  part  of  that  record. 
Sincerely, 

Patrick  Leahy, 

U.S.  Senator. 

The  Chairman.  Let  me  just  thank  you,  Congressman  Mcintosh, 
for  being  here.  I  think  you  make  a  good  case,  and  I  think  all  mem- 
bers of  this  committee  make  a  good  case,  that  we  want  to  reduce 
regulations  that  don't  work  and  we  want  to  have  regulations  that 
do.  We  want  to  protect  the  health  and  safety  of  this  country,  but 
we  don't  want  it  to  be  ridiculous,  and  we  don't  want  it  to  be  so  cost- 
ly that,  in  essence,  you  hurt  the  society  as  a  whole,  as  well. 
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You  can  cite  flagrant  examples  on  all  sides.  Just  take  FDA.  For 
11  years,  they  knew  that  0.5  milligrams  of  folic  acid — this  was  a 
big  battle  last  year — 0.5  milligrams  of  folic  acid  prevented  neural 
tube  defects.  They  have  known  it,  two  to  three  years  before  they 
finally  approved  this.  So  the  claims  could  be  made,  CDC,  the  Cen- 
ters for  Disease  Control,  said,  really,  all  pregnant  women  ought  to 
take  folic  acid.  It  prevents  neural  tube  defects.  So  for  those  11 
years,  or  at  least  the  three,  there  were  2,500  kids  born  in  this  soci- 
ety with  neural  tube  defects,  half  of  whom  would  not  have  had 
spina  bifida  had  their  mothers  just  known  that  all  they  had  to  do 
was  take  folic  acid. 

Another  illustration,  for  years,  they  have  approved  anti-migraine 
injections,  just  to  give  you  a  couple  of  illustrations,  and  just  with 
FDA,  and  that  is  only  one  agency  and  it  is  one  of  the  best-run 
agencies  in  the  government  today.  But  the  fact  of  the  matter  is 
that  years  ago,  they  approved  injectable  anti-migraine  medication. 
They  still  haven't  approved  the  pills,  which  will  be  safer  than  the 
injectable  anti-migraine  medication.  The  pills  have  been  ready  to 
go  for  years  now.  These  are  the  types  of  things  that  drive  you 
crazy. 

On  the  other  side,  you  have  the  thalidomide  matter,  you  have  the 
Dalkon  shield.  Nobody  wants  to  see  those  things  happen  again,  but 
there  has  to  be  some  effort.  There  are  people  dying  because  of  the 
lack  of  pharmaceuticals  that  we  currently  believe  will  work  because 
it  takes  ten  to  15  years  to  get  a  drug  approved,  certainly  a  block- 
buster drug,  approved  by  the  FDA. 

I  don't  mean  to  be  picking  on  FDA,  but  I  mean  to  say,  we  have 
to  find  some  way  of  breaking  through  this  regulatory  morass  and 
saving  money,  while  at  the  same  time,  saving  lives  and  still  provid- 
ing the  necessary  and  requisite  protections  that  both  Senator  Ken- 
nedy and  I  and  other  members  of  this  committee  have  been  argu- 
ing for  for  years. 

I  think  you  have  made  a  good  case,  that  we  need  to  do  a  lot  more 
and  we  need  some  legislation  in  this  area.  I  am  going  to  call  upon 
you  members  of  the  House,  as  well  as  members  of  this  committee 
and  members  of  the  Senate,  to  see  if  we  can  work  with  the  admin- 
istration to  come  up  with  a  regulatory  reform  bill  that  will  make 
a  great  deal  of  difference  and  that  the  administration  will  feel  good 
about  and  will  sign,  because  all  the  effort  in  the  world  isn't  going 
to  do  much  good  if  we  don't  somehow  or  other  get  together. 

You  have  made  a  case  that  you  are  willing  to  get  together.  You 
want  things  to  work.  You  see  the  need  for  this  type  of  legislation, 
and  you  see  the  need  for  it  to  be  reasonable.  I  think  that  is  basi- 
cally what  my  colleagues  have  been  saying  here. 

So  let  us  just  work  together  and  see  what  we  can  do  to  come  up 
with  good  legislation  that  will  get  this  oppressive  burden,  at  least 
the  oppressive  parts  of  the  burden,  off  the  backs  of  the  American 
citizens  and  the  American  people.  But  thank  you  for  taking  time. 

Mr.  McIntosh.  Thank  you  very  much,  Mr.  Chairman.  The  Amer- 
ican people  are  with  you  and  your  committee  on  this  effort,  so 
thank  you. 

The  Chairman.  We  appreciate  you  taking  time  to  be  here. 

We  will  now  call  on  Ms.  Sally  Katzen,  who  is  the  Administrator 
of  the  Office  of  Information  and  Regulatory  Affairs  at  the  Office  of 
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Management  and  Budget.  We  welcome  you,  Ms.  Katzen,  and  I  am 
sorry  it  has  taken  us  so  long  to  get  to  you. 

Ms.  Katzen.  That  is  all  right. 

The  Chairman.  I  would  like  to  have  a  five-minute  rule,  because 
we  will  never  get  through  here,  and  I  have  to  be  through  by  12:00 
because  I  have  to  go  to  this  Finance  Committee  retreat.  If  you 
could  summarize  in  five  minutes— I  am  going  to  be  a  little  more 
liberal  with  your  time  since  you  are  from  0MB,  but  all  other  wit- 
nesses, I  am  going  to  be  very  strict  about  the  five-minute  rule. 
With  regard  to  questions,  I  would  hope  that  we  can  limit  ourselves 
to  five  minutes  on  questions,  as  well. 

Ms.  Katzen,  we  will  turn  to  you  now. 

STATEMENT  OF  SALLY  KATZEN,  ADMINISTRATOR,  OFFICE  OF 
INFORMATION  AND  REGULATORY  AFFAIRS,  OFFICE  OF  MAN- 
AGEMENT AND  BUDGET,  WASHINGTON,  DC 

Ms.  Katzen.  Thank  you  very  much,  Mr.  Chairman  and  members 
of  the  committee.  I  will  try  to  speak  quickly  but  clearly,  because 
I  very  much  appreciate  the  opportunity  to  present  the  administra- 
tion's views  on  S.  343.  This  is  an  important  issue  for  the  adminis- 
tration, for  the  Congress,  for  the  American  people,  and  we  are 
eager  to  work  with  you  to  reach  an  acceptable  solution. 

Let  there  be  no  misunderstanding,  the  regulatory  needs  repair. 
There  are  too  many  regulations,  some  are  too  costly,  some  are  not 
very  effective,  and  some  of  them  are  too  intrusive,  but  not  all  regu- 
lations are  bad.  As  the  President  said  recently,  we  all  want  clean 
air,  clean  water,  safe  food  and  toys  that  our  children  can  play  with. 
These  come  to  you  through  regulation.  Reform,  yes;  rollback,  no. 

Regulatory  reform  means  improving  the  regulatory  process  so 
you  can  get  results,  not  red  tape;  you  can  streamline,  simplify,  and 
focus  our  energies,  our  resources,  where  they  do  the  most  good.  Re- 
grettably, there  are  aspects  of  S.  343  that  are  counterproductive, 
that  not  only  do  not  promote  these  objectives  but  actually  impair 
them. 

Some  of  you  this  morning  have  mentioned  S.  1080,  which  was 
the  regulatory  reform  bill  that  passed  the  Senate  94  to  nothing  in 
early  1982,  and  Senator  Heflin  mentioned  the  ABA's  support  for 
that.  I  was  chair  of  the  Administrative  Law  Section  of  the  ABA  and 
a  member  of  the  House  of  Delegates  at  the  time  when  we  exercised 
our  votes  to  support  that  process.  Many  members  here  worked  ef- 
fectively to  help  secure  passage  of  that  bill. 

The  structure  of  S.  343,  as  voted  out  of  the  subcommittee,  is 
based  on  the  structure  of  S.  1080,  and  some  provisions  of  S.  343 
are  identical  to  S.  1080,  but  there  are  very  significant  differences 
between  S.  343  and  S.  1080.  S.  343  adds  provisions  expanding  the 
applicability  of  the  bill,  imposing  decisional  criteria,  encouraging 
excessive  judicial  review,  adding  various  forms  of  the  petition  proc- 
esses, and  including  a  detailed  risk  assessment  and  characteriza- 
tion procedures.  These  additions  cause  us  to  be  so  very  negative 
about  S.  343  as  it  currently  stands. 

Let  me  be  specific,  but  again,  I  will  touch  on  the  subjects  and  in- 
vite questions  on  them  as  we  go  through. 

The  first  issue  is  the  threshold.  S.  343  sets  the  threshold  at  $50 
million.  Every  President  since  President  Ford  has  used  $100  mil- 
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lion.  S.  1080  used  $100  million.  Indeed,  today,  $100  million  in 
President  Ford's  time  is  only  $37  million.  So  to  cut  it  to  $50  mil- 
lion, we  are  down  in  the  teens  and  early  twenties. 

One  of  the  concerns  here  is  that  you  want  to  use  your  resources 
where  they  are  most  effective,  to  distinguish  that  between  that 
which  is  important  and  that  which  is  more  routine.  This  would  blur 
the  distinction. 

Judicial  review,  we  have  talked  a  lot  about  that  this  morning.  I 
have  listened  with  interest  to  the  comments  that  were  made.  We 
have  heard  that  cost/benefit  analysis  is  not  a  precise  science,  and 
yet,  this  bill  would  invite  generalist  judges  to  evaluate  the  quality 
of  the  science  and  the  scientific  judgments  used  in  reaching  regu- 
latory decisions.  We  would  invite  economists  the  opportunity  to 
serve  as  expert  witnesses  on  each  and  every  aspect,  not  only  on 
whether  the  cost/benefit  study  had  been  done,  but  on  its  suffi- 
ciency, on  its  accuracy.  We  would  be  asking  Federal  agencies  to 
spend  the  extra  margin  of  time  to  make  sure  that  they  would  have 
the  affirmants  in  court. 

I  believe  in  judicial  review.  I  am  a  lawyer.  I  understand  the  proc- 
ess. But  the  courts  have  consistently  shown  in  the  last  30  years 
that  this  is  an  area  where  their  contribution  has  been  sometimes 
confusing  to  the  issue.  A  judicial  review  of  a  particular  case  in  a 
hard-fought  litigation  may  not  necessarily  produce  rational  admin- 
istrative processes,  and  some  of  the  concerns  that  we  have  heard 
about  the  regulatory  system  came  not  from  the  underlying  statute 
and  not  from  the  regulation  but  from  a  court's  interpretation  of 
what  the  administration  should  have  done  under  the  cir- 
cumstances. That,  then,  becomes  the  law  of  the  land,  governing  all 
else. 

So  we  think  it  is  very  important  to  restrict  judicial  review  to 
where  the  organic  statute  provides  that  it  occurs.  Those  judgments 
were  made  on  the  merits. 

We  have  heard  about  decisional  criteria  this  morning  and  how 
we  would  use  a  cost/benefit  analysis  as  dispositive,  as  dispositive 
factor.  Again,  it  is  not  precise.  It  is  not  analytically  pure.  It  is  full 
of  controversy,  and  yet,  it  would  suddenly  swamp  all  else. 

The  discussions  of  the  FDA,  the  discussions  of  environmental  law 
point  out  that  this  bill  affects  everything.  It  also  affects  Transpor- 
tation, Treasury,  Commerce,  Agriculture,  HHS,  across  the  board. 
In  33  lines,  we  are  writing  25  years  of  legislation  that  was  debated 
on  the  merits.  Decisions  were  made  by  Congress,  and  now,  without 
even  identifying  the  statutes  that  are  involved,  you  would  be 
changing  the  law  to  superimpose  cost/benefit  analysis  as  the  sole 
decisional  criteria  that  is  to  be  used. 

That  may  be  a  judgment  that  in  each  and  every  one  of  the  stat- 
utes you  might  come  to,  but  I  would  encourage  you  to  look  at  the 
underlying  statutes  and  debate  those  issues  on  the  merits.  See 
what  you  want  to  do  in  environmental  law.  See  what  you  want  to 
do  in  auto  safety.  How  do  you  want  to  handle  these?  The  commit- 
tees of  jurisdiction  can  contribute  mightily  to  this  effort.  But  here, 
it  is  done  in  the  guise  of  procedural  reform  and  you  don't  even 
know  what  exactly  is  being  amended.  That  is  our  cause  for  concern 
in  that  area. 
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Another  flash  point  for  us  is  the  petition  process.  Congressman 
Mcintosh  said,  these  are  good  procedures.  The  petition  process  here 
enables  any  special  interest  that  is  financially  able  and  has  the  for- 
titude to  continue  filing  petitions  to  flood  an  agency  and  redo  a 
cost/benefit  analysis.  There  are  two  petition  processes  for  cost/bene- 
fit analysis  and  one  for  risk  assessment.  Keep  them  coming.  The 
management  of  the  agencies  will  no  longer  be  in  the  hands  of  the 
President  or  those  he  appoints.  It  will  no  longer  be  in  the  Congress 
and  the  committees  of  jurisdiction.  It  will  be  turned  over  to  the 
special  interests  who  want  to  pursue  their  own  agendas  and  have 
the  stamina  to  do  it. 

We  believe  in  look-back.  It  is  part  of  our  executive  order.  The 
President  announced  on  February  21  a  root-and-branch  examina- 
tion of  every  regulation.  This  is  something  that  has  to  be  done.  It 
is  essential.  It  should  be  done  through  priorities  that  are  estab- 
lished. 

Finally,  Congressman  Mcintosh,  when  asked  about  the  risk  as- 
sessment and  risk  characterization  provisions,  said,  we  want  them 
to  use  good  science  and  to  use  that  science  in  setting  their  prior- 
ities. I  agree.  If  the  bill  ended  there,  fine.  It  goes  on  for  14  pages, 
specifying  how  you  scale  men  to  mice  when  you  are  doing  animal 
studies,  giving  a  whole  list  of  things  I  can't  even  pronounce  that 
every  agency  would  have  to  put  in  any  risk  characterization,  in  any 
document  that  is  ever  made  available  to  the  public.  It  is  a  little  too 
broad.  It  is  subject  to  the  same  criticism  that  our  regulatory  system 
is  subject  to.  It  is  too  broad,  it  is  too  prescriptive,  but  the  objectives 
are  sound. 

I  regret  that  I  have  to  be  so  negative  about  these  provisions  be- 
cause there  is  something  that  needs  to  be  done  and  we  want  to 
work  with  you  to  do  it.  We  would  like  a  tailored,  focused,  sensible 
approach  to  bring  the  American  people  a  regulatory  system  that 
really  will  work  for  them,  not  against  them,  and  that  will  have 
clean  air,  clean  water,  safe  workplaces  for  our  citizens. 

I  am  sorry  I  ran  over  the  time,  but  it  was  important  to  get  some 
of  these  points  out. 

The  Chairman.  Thank  you. 

I  have  some  questions.  Your  opposition  to  S.  343's  judicial  re- 
view. Congressional  review,  and  petition  provisions,  a  lot  of  people 
feel  that  those  provisions  are  what  makes  S.  343  even  a  better  bill 
than  S.  1080,  although  that  bill  did  pass  94  to  nothing.  As  I  under- 
stand it,  that  was  the  Leahy-Laxalt  bill,  is  that  right? 

Senator  Leahy.  I  have  to  be  honest,  it  was  the  Laxait-Leahy  bill, 
Mr.  Chairman. 

The  Chairman.  The  Laxalt-Leahy  bill. 

Senator  Leahy.  Except  in  Vermont,  where  it  was  Leahy-Laxalt, 
but  everywhere  else,  it  was  Laxalt-Leahy. 

The  Chairman.  Judicial  review,  and  Congressional  review,  in 
particular,  are  what  many  feel  give  the  bill  its  teeth.  If  you  don't 
have  those,  then  you  can't  get  rid  of  some  of  these  things  that  are 
so  oppressive  to  the  American  people.  The  reopen  or  petition  proc- 
ess for  major  rules,  as  defined  in  the  bill,  that  are  presently  not 
subject  to  statutory  cost/benefit  analysis,  close  a  major  loophole, 
they  feel,  by  allowing  for  the  review  of  old,  restrictive,  burdensome 
regulations. 
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I  am  interested  if  you  have  a  better  approach.  Can  you  think  of 
an  efficacious  alternative  to  those  enforcement  provisions?  It  seems 
to  me  there  have  to  be  some  enforcement  provisions  or  it  is  going 
to  be  business  as  usual  around  here.  I  have  to  tell  you,  in  my  own 
home  State,  we  are  ov3rrun  with  Federal  regulations.  We  are  over- 
run. 

You  can  spit  on  the  ground  and  they  will  call  it  wetlands.  That 
is  how  bad  it  is  out  there.  I  have  seen  farmers  who  have  farmed 
their  lands  for  a  century-and-a-half  told  they  can  no  longer  do  it 
because  they  have  a  puddle  on  their  land.  We  go  through  the  En- 
dangered Species  Act  ad  infinitum,  and  I  can  give  you  just  count- 
less illustrations  of  how  they  are  demanding  that  we  build  tunnels 
underneath  the  highways  so  that  the  desert  tortoise  will  have  free 
range  of  the  land,  when  there  are  very  few  per  hundred  acres,  very 
few  per  square  mile.  People  considerations  always  seem  to  be  taken 
second  best.  I  can  give  you  thousands  of  illustrations. 

Do  you  have  any  alternatives?  I  would  be  happy  to  work  with  the 
administration  in  coming  up  with  a  bill  that  works,  but  what  would 
be  the  alternatives?  How  would  you  give  the  American  people  some 
teeth  to  enforce  the  purposes  of  the  Act  so  that  we  can  get  rid  of 
some  of  these  inane,  stupid,  idiotic  regulations? 

Ms.  Katzen.  I  think  that  is  an  important  commentary  in  this 
area,  is  that  judicial  review  of  the  process  is  less  productive  than 
judicial  review  of  the  product.  Every  statute  pursuant  to  which  reg- 
ulations are  issued  provides  for  judicial  review  and  sets  forth  the 
criteria  for  that,  the  standard  of  review,  et  cetera,  in  the  courts. 

In  reviewing  the  rule,  anything  in  the  rulemaking  record  could 
inform  the  judgment  of  the  court,  and,  therefore,  the  materials  pro- 
vided pursuant  to  a  cost/benefit  analysis  or  a  risk  assessment  could 
well  be  included  in  the  record  and  could  well,  therefore,  inform  the 
judicial  review  under  the  organic  statute. 

But  what  happens  here  is  that  we  get  a  judicial  review  of  wheth- 
er the  agency  has  followed  a  certain  path  properly.  It  is  interesting 
that  in  the  early  part  of  the  bill,  there  is  a  detailed  statement  that 
when  you  have  a  notice  of  proposed  rulemaking,  you  should  allow 
60  days  for  comment,  you  can  have  extra  hearings,  you  can  do  a 
variety  of  things.  Then  there  is  a  paragraph  that  says,  whether  or 
not  the  agency  chooses  to  do  this  shall  not  be  subject  to  judicial  re- 
view. Yet,  when  you  get  to  the  risk  assessment  portion  or  the  cost/ 
benefit  portion,  it  says,  this  shall  be  subject  to  judicial  review. 

The  way  I  read  this,  as  an  administrative  lawyer,  is  to  say  that 
the  courts  are  not  to  inquire  about  the  processes  used  in  coming 
to  the  end  result 

The  Chairman.  But  if  we  covered  both  areas,  would  that  be  bet- 
ter for  you? 

Ms.  Katzen.  No,  because  I  think,  again — and  let  me  just  be  very 
clear  about  this 

The  Chairman.  You  don't  want  us  to  cover  either  area? 

Ms.  Katzen.  The  Reagan  executive  order  did  not  permit  judicial 
review  and  it  did  not  because,  among  other  things,  de-regulatory 
efforts  would  also  end  up  with  judicial  review.  This  is  not  a  one- 
way street.  There  are  some  exemptions  in  here  that  you  don't  have 
to  do  cost/benefit  analysis  if  a  product  is  coming  to  market  or  you 
don't  have  to  do  cost/benefit  analysis  if  you  are  trying  to  establish 
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economic  growth.  But  if  it  is  a  retardation,  then  you  need  to  have 
the  cost/benefit  analysis. 

If  you  have  the  provisions  you  do,  both  the  coming  to  market  and 
the  economic  growth  and  the  de-regulatory  efforts,  which  we  are  at- 
tempting to  undertake  right  now,  will  all  be  subject  to  judicial  re- 
view, as  well.  To  make  a  decision  that  some  would  be  and  some  are 
not  is  to  make  a  very  stark  statement  that  when  you  are  reducing 
burden — forget  the  benefit — that  when  you  are  reducing  a  burden, 
that  that  is  to  be  given  a  green  light  and  a  go-ahead  and  no  one 
is  to  look  at  that. 

But  if  you  are  having  a  regulation,  then  it  is  to  be  layered,  not 
only  within  the  administration,  not  only  with  layover  in  Congress, 
but  also  in  the  courts.  You  are  saying  that  some  of  the  regulations 
which  are  identified  earlier  as  protective  of  health  and  safety  will 
take  twice  as  long,  three  times  as  long,  four  times  as  long  to  come 
into  being.  But  if  somebody  wants  to  get  rid  of  something,  it  can 
be  done  in  an  instant.  That  is  a  very,  very  strong  statement  that 
is  probably  not  the  right  signal. 

The  Chairman.  What  I  want  you  to  do  in  helping  the  committee 
is  help  us  to  know  how  we  can  enforce  these  things.  If  you  don't 
have  judicial  review,  I  don't  see  any  way  you  can  enforce  it.  Most 
executive  orders  don't  have  judicial  review  because  they  are  not 
statutes,  and  we  all  understand  that.  But  here  we  have  a  statute 
that,  in  order  for  it  to  work,  has  got  to  have  some  teeth. 

I  want  the  administration  to  help  me  to  know  how  to  get  there 
and  get  some  teeth  if  you  are  not  going  to  support  judicial  review. 
Otherwise,  maybe  we  can  come  up  with  some  way  of  supporting  ju- 
dicial review  that  isn't  outlandish  or  isn't  as  broad.  I  don't  know, 
but  I  would  like  your  help  in  this  matter. 

My  time  is  up.  We  will  turn  to  Senator  Leahy.  I  am  going  to 
grant  you  a  little  more  than  five  minutes  because,  as  ranking  mem- 
ber here  today,  he  didn't  have  a  chance  to  give  his  opening  state- 
ment. 

Senator  Leahy.  Thank  you,  Mr.  Chairman. 

I  will  put  my  opening  statement  in  the  record  so  I  can  use  the 
extra  time  on  questions. 

[The  prepared  statement  of  Senator  Leahy  follows:] 

Prepared  Statement  of  Senator  Patrick  Leahy 

Mr.  Chairman,  I  am  glad  that  we  are  having  this  hearing  this  morning.  We  may 
need  many  more  hearings  on  this  legislation.  This  may  well  be  the  most  far  reach- 
ing legislation  that  the  Congress  considers  this  year. 

In  the  last  twenty  years,  this  Congress  has  passed  many  laws  to  protect  the  pub- 
lic health  and  safety.  The  regulations  to  implement  these  laws  were  largely  written 
by  Presidents  Ford,  Reagan  and  Bush. 

The  theory  behind  this  legislation  is  that  regulators  have  been  running  amok. 

If  that  is  so,  they  have  been  running  very  slowly.  Today,  every  car  ad  brags  about 
airbags,  but  it  took  20  years  to  get  the  regulations  in  place  to  protect  us  from  acci- 
dents. 

In  1987,  I  started  trying  to  get  meat  inspection  reformed.  It  has  taken  eight  years 
to  get  those  regulation  issued — they  are  not  final — even  though  they  will  save  4,000 
lives  a  year.  And  this  legislation  would  delay  them  at  least  two  years  more. 

This  proposed  legislation  is  not  an  antidote  to  regulators  run  amok. 

It  is  regulatory  reform  run  amok. 

I  believe  in  regulatory  reform.  The  Laxalt-Leahy  Regulatory  Reform  bill  passed 
the  Senate  unanimously  in  1982 — 13  years  ago. 

I  believe  that  first.  Congress  should  decide  what  responsibility  we  have  to  avoid 
harming  our  neighbors — what  values  it  wants  to  protect.  Then  the  agencies  should 
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use  cost/benefit  analysis — and  whatever  other  tools  are  available  to  make  the  best 
decision. 
This  bill  takes  a  fundamentally  different  approach  to  regulatory  reform. 
This  bill  is  hypocritical 

Under  this  legislation  USDA  will  continue  to  give  a  "Grade  A"  label  to  unsafe 
meat. 

This  bill  is  so  unworkable  that  the  corporate  lawyers  insist  on  being  exempted 
from  it.  Permits  to  put  a  product  on  the  market  are  exempt  from  all  reform. 
To  protect  the  public,  however,  you  have  to  do  a  judicially  reviewable,  peer  re- 
viewed, cost/benefit  analysis  and  a  peer  reviewed,  judicially  reviewable,  risk  as- 
sessment. 
This  bill  is  unworkable. 

My  regulatory  reform  bill  used  cost/benefit  analysis  as  a  tool  to  make  sure 
regulation  is  done  right.  This  bill  takes  a  useful  tool,  and  turns  it  into  a  rigid 
rule. 

My  bill  made  sure  that  rules  were  based  on  a  cost/benefit  analysis.  This  bill 
is  a  recipe  for  paralysis. 

Instead  of  making  siu-e  there  are  good  decisions,  it  makes  sure  that  there  will 
be  no  decisions. 
This  bill  is  anti-Democratic 

Even  the  Reagan  Department  of  Justice  rejected  putting  the  Courts  in  charge 
of  cost/benefit  analysis  because  it  was  anti-Democratic. 

An  elite  group  of  economists  using  formulas  we  do  not  understand,  and  values 
we  do  not  share,  will  veto  laws  passed  by  Congress  designed  to  protect  the 
health  and  safety  of  the  American  people. 
Perhaps  this  legislation  can  be  fixed.  If  not,  President  Clinton  should  veto  it. 

Senator  Leahy.  Ms.  Katzen,  I  was  glad  to  see  your  comment 
about,  in  effect,  this  is  not  just  an  updated  form  of  S.  1080.  Senator 
Laxalt  and  I  worked  extremely  hard  on  the  Laxalt-Leahy  bill.  We 
had  manufacturers,  consumer  groups,  and  government,  and  it  was 
a  banter  where  everybody  had  to  give  something  to  come  up  with 
what  was  a  good  bill  and  good  enough  to  actually,  on  a  roll  call 
vote,  pass  the  Senate  unanimously.  I  think  that  it  was  just  about 
the  only  bill  that  passed  the  Senate  that  way  that  year. 

But  it  is  different  than  S.  343  and  judicial  review,  every  element 
of  the  cost/benefit  analysis  and  risk  assessment.  You  have  spoken 
of  the  difference  in  the  $50  million  versus  the  $100  million,  and  ac- 
tually, what  difference  that  is  in  dollars  today;  the  retroactive  peti- 
tion, allowing  regulatory  decisions  of  decades  ago  to  be  opened  up; 
and  cost/benefit  as  a  decisional  criteria. 

Let  me  follow  up  on  the  decisional  criteria.  S.  343,  you  say, 
makes  cost/benefit  analysis  a  decisional  criteria.  In  S.  1080,  we 
had,  a  cost/benefit  analysis.  We  all,  as  has  been  pointed  out  by  Sen- 
ator DeWine  and  myself  and  others,  balance  the  costs  and  benefits 
of  optional  courses  of  action.  We  try  to  reach  the  most  efficient 
means.  That  is  why  we  don't  have  20-mile-an-hour  speed  limits  and 
so  forth.  I  definitely  agree  with  that. 

But  if  you  make  cost/benefit  analysis  a  decisional  criteria,  it  can 
be  somewhat  different.  I  point  to  this  chart  over  here.  It  is  taken 
from  a  standard  textbook  on  cost/benefit  analysis  from  a  chapter 
entitled  "Valuation  of  Human  Life".  You  note  on  this,  if  you  use  the 
standard  cost/benefit  analysis,  that  the  value  of  a  female  infant  is 
$30,000  and  the  value  of  a  25-year-old  male  is  $170,000.  This  wide- 
ly-used measure  sets  the  value  of  a  human  life  by  the  wages  a  per- 
son would  receive  in  their  life.  Babies  don't  earn  wages  for  their 
lives.  We  don't  put  anything  in  there  about  the  joy,  the  value,  and 
everything  else  they  bring.  That  is  not  economic. 

[The  information  of  Senator  Leahy  follows:] 
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Senator  Leahy.  Let  us  assume,  for  a  minute,  that  Congress  told 
an  agency  to  protect  the  pubhc  health  from  toxic  pollution.  The 
agency  comes  up  with  two  options.  One  option  will  save  1,000  fe- 
male infants.  Another  would  save  1,000  adult  males.  The  pollution 
controls  are  the  same.  If  you  use  this,  which  option  do  we  do,  the 
one  that  saves  the  female  infants  or  the  one  that  saves  the  25-year- 
old  males? 

Ms.  Katzen.  If  the  cost/benefit  analysis  is  the  sole  determining 
factor,  as  this  statute  would  require,  and  you  used  this  type  of 
analysis,  which  is  not  only  in  standard  textbooks,  although  I  must 
say,  the  economists  are  all  over  the  lot  on  this  one  and  there  is  a 
whole  another  theory  of  how  to  approach  this,  but  the  courts  gen- 
erally use  this,  because  this  is  the  kind  of  stuff  which  is  introduced 
in  litigation,  then  you  would  be  walking  into  that  kind  of  a  limited 
choice  and  moving  towards  the  most  cost-effective,  driving  to  the 
option  that  protects  the  white  males  instead  of  the  infant  females. 

Senator  Leahy.  And  we  could  use  willingness  to  avoid  risk.  A 
window  washer  working  on  the  tenth  floor  wants  higher  wages.  So 
we  base  a  child's  life  versus  differential  window  washers. 

In  talking  about  the  other  different  things  that  can  be  done,  we 
have  a  second  chart  here,  if  we  might  bring  it  up,  Mr.  Chairman. 
It  is  from  a  cost-benefit  textbook.  This  is  a  formula  that  we  are 
going  to  enact  into  law  if  we  pass  this  law  as  it  stands.  I  am  so- 
so  in  math,  and  I  tried  to  figure  this  out,  and  I  just  really  can't. 

The  Chairman.  You  don't  understand  that? 

Senator  Leahy.  No.  [Laughter.] 

In  fact,  the  first  time  they  handed  it  to  me,  I  thought  it  was  up- 
side down,  and  maybe  it  is.  That  is  why  the  bill  is  so  different  than 
S.  1080.  It  takes  cost/benefit,  a  useful  tool  to  help  regulators  make 
the  right  decisions,  but  then  it  transforms  it  into  a  rigid  rule,  and 
I  think  you  are  going  to  have  this  elite  group  of  economists  using 
formulas  we  don't  understand,  and  I  would  defy  anybody  here  to 
understand  that  one,  and  values  we  don't  share. 

When  you  talk  about  this  bill  being  different  from  S.  1080,  be- 
cause it  says  that  even  after  an  agency  has  done  a  cost/benefit 
analysis,  and  it  has  had  it  peer  reviewed,  and  it  has  done  a  risk 
assessment,  and  it  has  had  it  peer  reviewed,  the  polluter  can  go  to 
court  and  just  challenge  the  whole  process  all  over  again. 

But  in  adding  section  621(4)(B)(ii),  it  says  that  a  rule  that  au- 
thorizes the  introduction  into  commerce  or  recognizes  the  market- 
able status  of  a  product  is  exempt  from  all  the  cost/benefit  risk 
analyses  and  judicial  review.  That  means  that  government  ap- 
proval of  a  product  like  meat  and  vegetable  grading  would  be  ex- 
empt. Is  that  a  double  standard? 

Ms.  Katzen.  I  think  it  is  a  one-way  gate,  yes.  It  is  a  different 
standard  for  relieving  and  for  reviewing  health  and  safety  features. 

Senator  Leahy.  If  a  company  wants  to  get  a  U.S.  Government 
seal  of  approval  for  its  product,  then  it  is  exempted  from  all  these 
procedures? 

Ms.  Katzen.  It  would,  under  this  language,  provide  exemptions 
for  what  I  was  calling  coming  to  market  or  expanding  opportuni- 
ties. The  breast  sensor  device  that  was  discussed  in  the  earlier 
part,  that  would  presumably  not  require  any  kind  of  analysis,  or 
very  little  modified  analysis,  but  if  it  were  determined  to  take  it 


39 

off  the  market,  it  would  require  all  of  this  analysis.  That  is  why 
I  call  it  a  one-way  gate  for  purposes  of  allowing  products  to  come 
to  market. 

Senator  Leahy.  Several  members  of  this  committee  are  also 
members  of  the  Senate  Agriculture  Committee.  There,  we  fmd  that 
food-borne  illness  causes  about  4,000  deaths,  five  million  illnesses 
each  year.  We  keep  trying  to  make  foods  safer  in  this  country.  We 
do  have  the  safest  food  in  the  world,  but  as  we  have  found  when 
children  get  tainted  hamburgers  in  a  fast-food  place,  they  still  die, 
and  we  can  always  make  it  better. 

But  if  you  had  a  meat  company  that  doesn't  really  care  and  they 
want  to  be  able  to  sell  meat  and  they  want  this  Grade  A  seal  of 
approval  on  it  for  their  meat,  it  would  not  be  subject  to  cost/benefit 
analysis,  risk  assessment,  peer  review,  or  judicial  review  under  this 
Act.  USDA  would  end  up  giving  a  Grade  A  seal  of  approval  to  meat 
that  it  might  believe  is  unsafe.  Is  that  possible? 

Ms.  Katzen.  Under  the  current  structure,  yes. 

Senator  Leahy.  I  would  think,  Mr.  Chairman,  and  I  appreciate 
the  extra  time,  but  I  would  think  that  we  want  to  be  very  careful 
on  this.  I  would  think  that  some  of  the  major  food  producers  in  this 
country  would  want  us  to. 

The  food  companies  that  really  work  at  doing  everything  right, 
they  want  that  tJSDA  seal  of  approval  on  it.  But  if  it  ends  up  being 
something  that  anybody  could  have,  the  fly-by-nights  as  well  as 
those  who  spend  the  money  to  have  clean  processing  and  spend 
money  to  have  clean  handling  and  checks  and  all,  you  can  see  what 
kind  of  a  competitive  disadvantage  there  is.  You  could  have  some- 
body open  something  in  their  back  yard  and  they  can  have  the 
same  seal  of  approval  that  someone  who  has  really  spent  time 
training  their  workers  and  all  that  has,  and  I  don't  think  we  want 
to  do  that. 

The  Chairman.  I  understand. 

Senator  Leahy.  I  don't  think  we  want  to  do  that.  I  know  you 
don't  want  to,  Mr.  Chairman,  but  I  just  bring  this  out  as  something 
that  we  want  to  look  at  very,  very  carefully  and  make  sure  that, 
in  an  attempt  to  cut  down  regulations  that  we  all  disagree  with 
and  cut  down  any  burdens  of  regulation.  That  is  something,  frank- 
ly, that  this  administration  is  trying  to  do.  We  want  to  make  sure 
that  we  don't  end  up  telling  those  consumers,  which  is  all  of  us 
who  buy  our  food,  that  when  you  go  in  and  look  at  a  seal  of  ap- 
proval, you  can't  put  any  faith  in  it. 

Mr.  Chairman,  I  would  also  like  to  insert  into  the  record  an  arti- 
cle from  today's  Washington  Post  concerning  regulations  and  com- 
petitiveness. 

[The  article  of  Senator  Leahy  follows:] 

[From  the  Washington  Post,  Mar.  17,  1995] 

Cleanliness  Doesn't  Hurt  Competitiveness,  Says  Study 

(By  Steven  Pearlstein) 

American  manufacturers  have  long  complained  that  the  high  cost  of  environ- 
mental regulation  was  putting  them  at  a  competitive  disadvantage.  The  Republican 
House  this  month  passed  legislation  aimed  at  rolling  back  some  environmental  pro- 
tections, and  yesterday  President  Clinton  proposed  his  own  program  to  ease  the  reg- 
ulatory cost. 
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But  several  recent  studies,  including  one  released  this  week  by  the  World  Re- 
sources Institute,  found  that  while  some  environmental  regulations  may  be  unneces- 
sarily costly,  there  is  no  evidence  that  they  have  reduced  the  competitiveness  of  U.S. 
industry. 

"Contrary  to  widespread  perceptions,  the  industries  heavily  affected  by  environ- 
mental regulations  did  relatively  well  in  international  trade,"  according  to  the  re- 
port by  Robert  Repetto,  an  economist  with  the  Washington-based  environmental  re- 
search organization. 

Repetto  found  that  industries  such  as  oil,  chemical,  steel  and  paper  experienced 
only  slight  reductions  in  their  share  of  world  exports  from  1970  to  1990 — much  less 
of  a  drop  than  suffered  by  American  industry  generally. 

And  using  a  new  government  survey  of  more  than  100,000  manufacturing  firms, 
he  also  found  no  correlation  between  how  profitable  a  firm  was  and  how  much  pollu- 
tion it  created. 

Over  the  years,  many  companies  have  threatened  to  move  production  to  develop- 
ing countries  in  response  to  tough  environmental  regulations,  but  Repetto  found 
scant  evidence  that  they  ever  followed  through.  In  fact,  most  of  the  investment 
made  by  "dirty"  industries  in  one  recent  year  was  in  Europe  and  Japan,  where  envi- 
ronmental restrictions  often  meet  or  exceed  those  in  the  United  States. 

Repetto  concluded  that  most  of  the  U.S.  industries  that  lost  their  comparative  ad- 
vantage since  the  advent  of  modern  environmental  regulations — footwear,  clothing, 
toys,  consumer  electronics — were  those  most  heavily  affected  by  higher  labor. 

Repetto's  conclusions  are  similar  to  those  reached  by  a  study  sponsored  by  two 
groups — the  National  Bureau  of  Economic  Research  and  Resources  for  the  Future — 
and  released  last  December.  Reviewing  more  than  100  studies  on  the  issue,  four 
economists  concluded  that  there  is  little  evidence  that  environmental  compliance 
costs  have  "adversely  affected  the  competitiveness  of  U.S.  manufacturing  firms." 

Paul  Portney  of  Resources  for  the  Future,  one  of  the  authors,  noted  that  since 
Union  Carbide  Corp.'s  disaster  in  Bhopal,  India,  U.S.  firms  have  tended  to  build  fa- 
cilities overseas  that  are  just  as  clean  and  safe  as  the  ones  they  might  build  at 
home,  even  if  not  required  by  local  law. 

In  any  case,  Portney  said,  with  pollution  control  costs  running  at  between  1  and 
3  percent  of  sales  in  most  industries,  they  simply  aren't  big  enough  to  sway  major 
investment  decisions. 

The  debate  over  environmental  regulation  and  competitiveness  comes  when  U.S. 
firms  have  become  the  world's  most  efficient  producers  in  many  "dirty"  industries, 
in  spite  of  high  environmental  compliance  costs.  And  at  the  Competitiveness  Policy 
Council  in  Washington,  one  official  said  his  organization  did  not  consider  environ- 
mental regulation  a  major  competitiveness  issue. 

Not  everyone  agrees. 

Oil  industry  executives,  for  example,  say  environmental  regulations  now  effec- 
tively prevent  drilling  for  crude  oil  in  most  of  the  offshore  sites  where  it  can  be  ex- 
tracted at  a  reasonable  price.  The  economic  cost  of  those  regulations  can  be  meas- 
ured not  only  in  the  thousands  of  lost  jobs  for  oil  drillers,  but  also  in  the  need  to 
import  crude  oil.  Last  year,  $38  billion  in  crude  was  imported,  making  oil  respon- 
sible for  about  one-third  of  the  nation's  trade  deficit. 

Environmental  regulations  also  make  it  prohibitively  expensive  to  build  new  refin- 
eries in  the  United  States,  according  to  industry  executives.  The  last  new  refinery 
here  as  built  in  1979.  Since  then,  domestic  refineries  have  been  able  to  meet  most 
of  the  U.S.  demand  for  gasoline,  heating  oil  and  diesel  fuel. 

But  over  the  next  decade,  U.S.  capacity  is  expected  to  fall  to  80  percent  of  de- 
mand, according  to  private  and  government  estimates,  as  oil  companies  conclude 
that  it  is  simply  too  expensive  to  upgrade  some  refineries  to  emet  the  next  genera- 
tion of  clean  air  regulations. 

One  study  by  the  National  Petroleum  Council  estimated  that  the  environmental 
costs  will  give  Venezuelan  refineries  a  7  cent  per  gallon  cost  advantage  over  U.S. 
competitors,  rising  to  15  cents  over  the  next  decade — enough  to  force  the  closure  of 
marginal  U.S.  facilities. 

Similar  warnings  have  been  issued  about  new  environmental  regulations  proposed 
for  the  paper  industry.  A  study  by  SRI  International  for  the  American  Forest  and 
Paper  Association  found  that  the  $12  billion  cost  of  compliance  would  reduce  the  in- 
dustry's $2  billion  per  year  trade  surplus  by  40  percent  as  prices  rise  for  such  prod- 
ucts as  bleached  market  pulp  and  newsprint. 

At  the  World  Resources  Institute,  Repetto  conceded  that  some  industries  might 
well  suffer  loss  of  jobs  or  market  share  because  of  tough  environmental  standards, 
while  others,  such  as  environmental  engineering,  would  enjoy  offsetting  increases. 
What  matters  is  the  overall  effect  of  regulation  on  the  competitiveness  of  the  U.S. 
economy,  he  said,  and  to  date  that  has  been  negligible. 
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ENVIRONMENTAL  IMPACT  STATEMENT 

While  the  United  States' share  of  world  exports  declined 
significantly  from  1970  to  1990,  environmentally  sensitive 
industries,  such  as  chemicals,  paper  and  steel,  saw  their  share 
decline  appreciably  less,  indicating  that  regulation 
isn't  hurting  those  industries. 
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Senator  Leahy.  Thank  you,  Mr.  Chairman. 

The  Chairman.  Thank  you,  Senator.  I  think  all  that  an  agency 
has  to  do  under  S.  343  to  meet  the  S.  343  requirement  is  to  act 
reasonably.  They  have  to  supply  a  reasonable  elaboration  to  the 
courts,  if  we  go  the  courts  route.  But  I  am  challenging  you  to  find 
a  better  way,  if  you  have  a  better  way. 

I  have  to  leave  for  about  15  minutes.  We  are  going  to  turn  to 
Senator  Grassley  at  this  time.  He  is  going  to  chair  until  I  get  back. 

STATEMENT  OF  HON.  CHARLES  E.  GRASSLEY,  A  U.S.  SENATOR 
FROM  THE  STATE  OF  IOWA 

Senator  Grassley  [presiding].  Before  I  make  some  comments, 
something  that  came  up  between  Senator  Leahy  in  his  discussion. 
When  it  comes  to  cost/benefit,  under  the  law,  it  is  not  just  eco- 
nomic. There  are  social  factors  and  there  are  other  factors.  I  don't 
know  what  they  all  are,  but  they  are  not  just  economic  factors. 

When  it  comes  to  any  problems  with  cost/benefit,  there  already 
has  to  be  some  cost/benefit  analysis,  even  under  the  executive 
order.  So  we  aren't  talking  about  something  new  here. 

Ms.  Katzen.  It  is,  under  the  executive  order,  a  cost/benefit  analy- 
sis which  is  used  as  a  tool,  one  of  many  tools  in  deciding  how  to 
proceed.  Earlier,  Senator  Thompson  and  Senator  DeWine  asked 
questions  about  the  difference  between  the  benefits  justify  the  costs 
and  the  benefits  outweigh  the  costs.  That  is  part  and  parcel,  I 
think,  of  this  issue.  I  can  put  it  off  until  later  questioning,  but  that 
is  a  partial  explanation  of  why  what  we  think  we  are  doing  now 
and  what  S.  1080  called  for  is  qualitatively  different  from  what  is 
in  S.  343,  and  that  difference  makes  an  enormous  difference  in  the 
implementation  of  a  regulatory  process. 

Senator  Grassley.  But  it  is  a  fact  that,  under  the  executive 
order,  an  agency  has  to  do  a  cost/benefit  analysis? 

Ms.  Katzen.  Absolutely.  It  is  a  very  useful,  important  tool,  and 
I  would  never  step  back  from  that  statement. 

Senator  GRASSLEY.  I  had  a  chance  to  read  in  the  Washington 
Post  this  morning  about  the  administration's  latest  proposals.  I 
think  it  shows,  from  the  article,  that  the  administration  is  moving 
from  two  standpoints.  One,  they  feel  some  pressure  from  the  new 
Congress,  and  I  think,  secondly,  that  they  are  maybe  taking  a  more 
realistic  look  at  some  real-life  stories  from  outside  the  Beltway,  and 
I  think  that  is  good. 

But,  I  think  it  also  shows,  Ms.  Katzen,  that  the  President's  exec- 
utive order  probably,  and  he  referred  to  it  at  one  time  as  a  corner- 
stone executive  order,  clearly  isn't  working. 

For  the  next  step,  then,  and  I  just  want  one  answer,  is  it  going 
to  be  by  legislation  or  executive  order,  or  I  suppose  there  is  a  third 
one,  a  combination  of  the  two,  but  are  these  proposals  coming  to 
us  as  legislation  or  are  they  coming  to  us  as  an  executive  order  or 
both,  that  the  President  is  going  to  do  here  to  change  his  executive 
order  so  that  it  is  more  workable  and  broader,  I  assume? 

Ms.  Katzen.  Let  me  say  that  the  President  is  not  a  late-comer 
to  this  issue.  He  ran  on  the  question  of  the  economy  as  a  candidate. 
One  of  his  first  objectives  was  to  establish  a  sensible  regulatory 
system.  That  was  why  we  drafted  the  executive  order  that  did  pro- 
vide the  cornerstone.  I  would  say  that  what  you  are  seeing  now  is 
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proof  that  it  does  work,  not  that  it  doesn't  work,  because  these  ef- 
forts all  emanate  from  that,  rather  than  from  pressure  from  the 
Hill. 

But  what  we  have  done,  what  was  announced  yesterday,  what 
was  announced  February  21,  this  has  been  part  of  a  series  of  steps 
that  have  been  taken  to  establish  a  better  regulatory  process.  We 
are  doing  what  we  can  do  administratively.  We  will  be — we  are 
very  interested  in  working  with  the  Congress  to  do  additional 
things. 

On  the  issue  of  risk/cost/benefit  legislation,  the  administration  is 
on  record  in  supporting  risk/cost/benefit  legislation  that  would  im- 
prove the  regulatory  process. 

Senator  Grassley.  You  won't  be  sending  new  legislation  here? 
Whatever  you  are  going  to  do,  it  is  going  to  be  under  executive 
order  and  administrative 

Ms.  Katzen.  We  will  do  what  we  can  do.  We  will  work  with  you 
to  do  what  you  can  do.  It  is  not  a  tension  or  a  war  between  us.  We 
each  need  to  join  forces  here,  I  think. 

Senator  Grassley.  There  might  be  some  tension  to  the  extent  to 
which  you  keep  calling  S.  343  extreme.  I  think  the  extreme  charac- 
terization doesn't  lend  itself  very  much  to  an  environment  of  bipar- 
tisanship. Maybe  you  didn't  intend  to  do  that,  but  I  think,  maybe, 
by  starting  out  by  calling  our  approach  extreme  when  it  is  so  simi- 
lar to  what  passed  94  to  zero  the  last  decade,  I  think,  is  a  big  step 
away  from  bipartisanship,  and  so  I  hope  you  will  reconsider  that 
characterization. 

Ms.  Katzen.  We  wholeheartedly  want  to  participate  in  a  biparti- 
sanship effort.  He  used  that  word  yesterday  in  his  speech,  but  this 
is  not  S.  1080.  There  are  very  substantial  differences.  S.  1080 
solved  a  number  of  problems  and  we  have  no  problems  and  no  criti- 
cisms of  the  salient  features  of  S.  1080. 

Senator  GRASSLEY.  Let  us  make  it  clear,  there  are  some  places 
in  S.  1080  where  we  have  backed  off  from  S.  1080  because  there 
have  been  concerns  about  it  being  too  administrative  in  its  ap- 
proach. 

I  want  to  go  on  to  what  you  said  about  the  non-numerical  thresh- 
olds in  S.  621.  You  dismiss  what  you  called  open-ended  phrases, 
such  as  significant  adverse  effects  on  competition,  employment,  in- 
vestment, productivity,  innovation,  the  environment,  public  health 
or  safety.  You  say  that  that  is  a  slippery  slope. 

So  I  want  to  ask  you,  as  opposite  to  what  you  said,  these  phrases 
have  been  used,  "adverse  effect  on  the  material  way  the  economy, 
a  sector  of  the  economy,  productivity,  competition,  jobs,  the  envi- 
ronment, public  health  or  safety."  That  doesn't  sound  any  less 
open-ended  to  me,  and  this  is  the  very  same  language  that  is  used 
by  President  Clinton  in  his  executive  order.  So  I  don't  see  how  you 
can  complain  about  our  phrasing  when  the  words  that  I  have  just 
quoted  from  the  executive  order  seem  to  me  to  be  very  open-ended 
as  well. 

Ms.  Katzen.  They  are  remarkably  similar,  the  big  distinction 
being  that  the  former  does  not  have  judicial  review  and  would  not 
be  interpreted  by  generalist  judges  throughout  the  country  faced 
with  hard-fought  litigation  on  a  case-by-case  basis.  They  would  be 
resolved   within   the    executive   branch,    subject   to   Congressional 
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oversight  in  its  ordinary  course,  and  that  is  a  fundamental  dif- 
ference which  enables  us  to  use  those  kinds  of  descriptive  but  non- 
specific characterizations  in  an  executive  order,  whereas  in  a  stat- 
ute subject  to  judicial  review,  it  is  an  entirely  different  ballgame. 

Senator  Grassley.  But  both  open-ended  phrases  that  you  op- 
posed were  taken  right  out  of  the  old  S.  1080. 

Ms.  Katzen.  I  understand,  right,  but  that  did  not 

Senator  Grassley.  And  the  President  chose  to  take  something 
out  of  S.  1080  as  well,  don't  forget. 

Ms.  Katzen.  Those  were  not  subject  to  judicial  review  and  inter- 
pretation in  S.  1080  initially. 

Senator  Grassley.  These  were  words  that  were  supported  by 
Senators  like  Biden  and  Kennedy  and  Leahy  and  Heflin  when  they 
voted  for  that  bill.  I  find  it  very  interesting  that  you  are  saying 
these  Senators  were  wrong  to  support  the  exact  language  that  you 
and  President  Clinton  proposed. 

Ms.  Katzen.  I  am  not  saying  that,  sir.  I  am  not  saying  that  they 
are  wrong.  I  am  saying  that  they  are  useful  and  that  they  are  ad- 
ministratively feasible  to  be  used,  but  that  when  they  are  coupled 
with  judicial  review,  it  becomes  qualitatively  different.  That  is  the 
only  point.  It  is  a  very  limited  point  but  an  important  one,  I  think. 

Senator  Grassley.  Don't  forget,  S.  1080  had  judicial  review  as 
well. 

Senator  Leahy? 

Senator  Leahy.  Mr.  Chairman,  I  am  going  to  have  to  leave  for 
a  few  minutes.  I  just  wanted  to  ask  one  question,  before  I  go. 

In  the  subcommittee  markup,  not  the  subcommittee  I  am  on, 
there  was  a  document  called  the  Grassley  substitute.  There  was  an 
addendum  to  the  Grassley  substitute  passed  out.  Was  that  a  repeal 
of  the  Delaney  Clause? 

Senator  Grassley.  Yes. 

Senator  Leahy.  It  is?  So  under  that,  the  Delaney  Clause 

Senator  Grassley.  Let  me  say,  the  extent  to  which  it  was  an  ad- 
dendum was  it  was  not  in  the  product  that  was  put  out  for  staff 
review  but  it  was  announced  by  me  that  it  was  in  my  substitute. 

Senator  Leahy.  I  am  not  on  that  subcommittee.  I  just  asked  the 
question. 

Senator  Grassley.  So  everybody  on  the  subcommittee  knew  that 
it  was  there. 

Senator  Leahy.  The  other  thing,  again,  we  keep  talking  about  S. 
1080,  I  would  happily  vote  for  S.  1080  again  today.  I  don't  want 
the  chairman  to  think  that  I  have  backed  off  from  that.  Senator 
Laxalt  and  I  spent  a  great  deal  of  time  putting  that  together.  I 
think  it  could  be  the  vehicle,  with  some  very  slight  modification, 
that  would  still  pass  the  Senate  almost  unanimously. 

Senator  Grassley.  Senator  Heflin? 

Senator  Heflin.  On  the  cost/benefit  analysis,  you  indicate  that, 
presently,  an  analysis  is  a  tool.  You  have  expressed  fears  that, 
under  the  language  of  S.  343,  that  it  would  be  the  sole  criteria  for 
determination.  As  I  understand  it,  the  Grassley  substitute  changed 
the  language  from  "outweigh"  to  "justify". 

It  seems  to  me  that  where  we  are  today  on  cost/benefit  is  that 
everybody  agrees  there  ought  to  be  some  cost/benefit  analysis.  You 
are  saying  it  ought  not  to  be  the  sole  and  only  criterion.  The  Ian- 
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guage  is  used  that  it  would  "supplement."  I  suppose  that  you  are 
using  the  language  that  is  in  it,  by  the  use  of  the  word  "outweigh", 
that  makes  it  a  quantitative  evaluation  of  costs  versus  benefits  and 
doesn't  really  get  into  the  issue  of  the  qualitative  aspects  of  it. 

The  word  "justify"  seems,  to  me,  to  take  in  quantitative  as  well 
as  qualitative  considerations.  If  that  word,  "justify",  is  insufficient 
to  bring  together  a  real  evaluation  where  you  could  have  it  as  a 
supplement  to  the  other  requirements  that  have  to  be  used  in  it, 
aren't  we  really,  relative  to  your  position  and  the  position  of  the 
bill,  arguing  over  semantics? 

Is  there  a  certain  word  that  could  accomplish  the  end  result,  to 
have  a  better  evaluation,  to  give  more  prominence  to  the  aspect  of 
cost  and  benefit  analysis  but  not  to  make  it  strictly  as  the  chart 
that  Senator  Leahy  used,  which  was  basically  trying  to  put  dollars 
and  cents  on  it,  but  to  try  to  put,  some  way  or  another,  to  have 
more  of  an  influence  of  cost/benefit  involved  in  it?  It  seems  to  me 
this  is  an  area  that  ought  to  be  pursued  and  that  you  ought  to 
come  up  with  some  type  of  language. 

I  realize  that  courts  will  interpret  it  different,  but  at  least  from 
a  Congressional  viewpoint,  if  everybody  agrees  that  cost/benefit 
ought  to  be  involved,  it  ought  to  be  a  supplement.  The  language  of 
the  Dole  bill  was  that  it  was  a  supplement.  Why  can't  we  find  some 
language  to  accomplish  what  everybody  agrees  ought  to  occur? 

Ms.  Katzen.  I  would  very  much  like  to  try  to  find  some  language. 
There  are  three  pieces  to  what  you  are  talking  about  and  I  think 
we  are  in  agreement  on  a  large  number  of  those.  The  benefits  jus- 
tify the  costs  as  opposed  to  benefits  outweigh  the  costs,  there  was 
a  colloquy  on  the  Senate  floor  on  May  18,  1994,  in  connection  with 
the  Safe  Drinking  Water  Act  and  what  was  known  as  the  Johnston 
II  amendment.  It  explains  why  they  moved  from  benefits  outweigh 
to  benefits  justify,  and  it  is  precisely  the  reasons  that  you  were 
identifying,  Senator. 

The  "benefits  justify"  language  allows  a  greater  incorporation  of 
qualitative  as  opposed  to  strictly  quantitative.  On  the  cost  side,  it 
is  very  easy  to  be  quantitative.  It  is  very  easy  to  monitarize  the 
costs.  The  benefits  side  is  much  more  difficult,  and  all  the  economic 
literature  says  that  you  cannot  quantify  the  benefits  side. 

So  moving  to  the  "justify"  language  does  solve  that  problem,  and 
in  our  executive  order,  we  use  the  "justify"  language  for  that  rea- 
son. There  is  no  dispute,  I  think,  on  the  generally  beneficial  use  of 
that  language. 

So  we  move,  then,  to  the  second  part  of  what  you  were  talking 
about,  which  is,  is  this  supplementing  or  is  this  dispositive.  The 
language  here  says  "supplement",  but  there  is  another  provision 
that  calls  for  a  petition  process  for  any  existing  regulation,  includ- 
ing one  that  was  adopted  yesterday,  pursuant  to  the  "justify"  test, 
which  is  that  a  person  can  come  back  and  if  they  demonstrate  that 
the  benefits  do  not  outweigh — "outweigh"  is  used  in  here  again, 
even  though  "justify"  is  used  elsewhere;  in  the  petition  process,  it 
is  "outweigh" — then  that  rule  has  to  be  reopened,  suspended,  and 
the  sole  criteria  then  is  in  terms  of  the  cost/benefit. 

Your  question,  I  think,  is  the  right  question.  Can  we  agree  that 
benefits  justify  the  cost  is  a  sensible  approach?  Yes.  Can  we  incor- 
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porate  that  in  legislation?  Yes.  Is  there  a  way  of  doing  it  so  it  sup- 
plements the  tools  that  you  use  when  you  do  the  analysis?  Yes. 

Is  there  a  way  of  doing  it  that  recognizes  that  it  is  simply  one 
and  not  dispositive?  Yes,  and  it  is  for  that  reason  that  I  said  to  the 
chairman  and  I  said  tc  all  the  members  of  the  committee,  we  would 
like  very  much  to  work  to  that  end,  to  achieve  a  bill  that  the  Presi- 
dent could  sign  that  would  improve  the  process,  and  that  would  be 
an  improvement.  But  what  we  are  continually  faced  is  after  we 
have  expressed  concerns  about  what  is  in  here,  the  language,  none- 
theless, comes  back  very  much  focused  on  cost/benefit  analysis  as 
the  sole  criteria,  if  not  in  the  initial  stage,  then  in  the  petition 
stage. 

That  is  why  I  have  linked  these  points  in  my  testimony,  the  judi- 
cial review  on  top  of  the  decisional  criteria.  That  is  one  area  where 
the  bill  is  explicit.  Judicial  review  of  whether  an  agency  has  ap- 
plied the  decisional  criteria  is  explicit,  and  the  decisional  criteria 
in  the  petition  process  is  "benefits  outweigh." 

Senator  Heflin.  In  judicial  review,  the  Grassley  substitute  has 
gone  a  long  ways  towards  eliminating  a  lot  of  judicial  review  at 
various  stages  and  to  the  final  end.  I  don't  understand  your  posi- 
tion as  if  judges  are  going  to  write  something.  They  are  going  to 
always  do  that.  It  doesn't  make  any  difference  whatever  Congres- 
sional language  you  use.  You  are  going  to  have  activist  judges  who 
are  going  to  write  in  it  that  concept  of  how  it  is  going  to  do  it. 
There  is  no  way  you  are  going  to  get  around  that. 

Another  thing  in  this  matter  of  judicial  review,  you  ought  to  sup- 
port an  independent  administrative  law  judge  coups.  This  way,  the 
bureaucrats  will  not  control  the  executive  branch  judges.  There 
might  be  a  little  less  activism  on  the  part  of  the  judges  in  trying 
to  write  what  ought  to  be  fair  and  appropriate  for  the  public. 

Senator  Grassley.  Do  you  want  to  amend  your  bill  to  this  one? 
[Laughter.] 

Ms.  Katzen.  These  types  of  proceedings  are  under  the  informal 
rulemaking  proceedings  of  553  and  do  not  involve  the  administra- 
tive law  judge  provisions  that  you  have  been  very  persuasive  in  ex- 
plaining the  need 

Senator  Heflin.  Not  very  persuasive.  I  can't  get  you  to  agree  to 
it.  [Laughter.] 

Senator  GRASSLEY.  Senator  Heflin? 

Senator  Heflin.  I  got  the  President  to  agree  to  it,  but  they  don't 
pay  any  attention  to  the  President. 

Senator  GRASSLEY.  Senator  Heflin,  before  I  go  to  Senator  Thomp- 
son, both  for  you  and  for  JVls.  Katzen,  as  an  example  of  some  of  the 
bipartisanship  that  works  here  on  the  Hill  that  we  hope  will  evolve 
between  us  and  the  administration,  the  language  you  talk  about, 
"justify",  was  put  in  my  substitute  because  of  Senator  Kohl's  con- 
cern about  that  and  our  effort  to  respond  to  Senator  Kohl's  concern. 

Senator  Heflin.  Her  argument  is  that  in  the  petition  for  existing 
rules,  that  you  use  the  word  "outweigh"  there.  It  may  well  be  that 
that  ought  to  be  changed. 

Senator  Grassley.  But  I  sense  the  administration  doesn't  really 
want  a  judge  looking  over  the  shoulders  of  some  of  the  bureaucrats. 
I  think  that  is  a  major  philosophical  difference  between  those  of  us 
on  this  side  of  the  aisle  and  in  the  White  House. 
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Senator  Thompson. 

Senator  THOMPSON.  I  am  trying  to  really  understand  what  the 
disagreement  is.  It  seemed  like,  in  the  beginning,  you  were  very 
much  concerned  about  the  decisional  criteria  language,  but  as  we 
talk,  it  seems  that  the  "justify"  language  in  Section  624  of  this  bill 
is  the  same  language  in  President  Clinton's  executive  order,  and 
that  is  that  benefits  justify  costs.  Is  that  correct? 

Ms.  Katzen.  Yes,  although,  again,  the  difference  is  whether  that 
amends  underlying  law.  In  the  executive  order,  the  pertinent  para- 
graph begins,  to  the  extent  consistent  with  law,  existing  law,  you 
would  consider  whether  the  benefits  justify  the  costs.  Here,  it  has 
been  turned  to  be,  unless  the  statute  explicitly  precludes  consider- 
ation of  this  factor,  then  it  will  be  supplemented  to  the  extent  that 
the  dominating,  dispositive  criteria  would  be  the  cost/benefit  analy- 
sis. 

The  problem  for  us  is  that  this  legislation  has  been  written  over 
the  last  30  years  at  a  time  when  these  factors  are  not  framed  as 
they  now  are,  and  yet,  unless  the  statute  written  in  1958  or  1963 
or  1972  says,  you  shall  not  consider  this,  you  now  have  to.  In  my 
written  testimony,  and  I  forgot  to  ask  that  it  be  included  in  the 
record  when  I  was  summarizing 

Senator  Grassley.  It  will  be  included  in  the  record. 

Ms.  Katzen.  Thank  you  very  much,  sir. 

In  my  written  testimony,  I  talk  about  the  civil  rights  statutes 
that  don't  talk  about  costs  and  benefits.  They  make  certain  judg- 
ments about  persons  that  are  to  be  protected  or  to  be  given  certain 
dignities  within  our  society,  as  a  judgment  of  this  body,  signed  by 
a  President,  so  it  is  a  product  of  the  representative  government 

Senator  THOMPSON.  Let  me  say  two  things  about  that.  There  are 
certain  exclusions  in  this  bill,  and  we  can  talk  about  any  exclusions 
that  you  might  want  to  talk  about.  Also,  I  don't  think  we  ought  to 
get  too  bogged  down  in  cost  meaning  dollars.  Obviously,  this  bill  in- 
corporates qualitative  as  well  as  quantitative  considerations. 

But  let  me  get  back  to  the  first  part  of  your  answer.  I  am  sure 
that  I  don't  understand  everything  that  you  said  there,  but  it 
sounds  to  me  like  we  are  dealing  with  the  difference  between  an 
executive  order,  on  the  one  hand,  and  a  statute,  on  the  other  hand, 
and  whether  or  not  we  really  want  the  criteria  to  apply.  I  hope  we 
are  not  saying  that,  yes,  we  had  it  in  the  executive  order  and  we 
feel  like  the  costs  should  justify  the  benefits,  but  we  don't  want  to 
put  it  into  a  statute  because  then  it  really  would  apply  and  we 
really  would  have  to  go  in  that  direction.  That  is  not  what  we 

Ms.  Katzen.  I  am  sorry  if  I  conveyed  that  impression,  because 
I  think  there  is  a  difference  when  you  have  an  executive  order  and 
a  statute,  but  that  does  not  mean  we  are  opposed  to  a  statute.  Last 
year,  Senator  Johnston  spearheaded  an  effort  in  the  Senate,  and  he 
was  joined  by  Senators  Baucus  and  Moynihan,  to  pull  together  a 
statement  on  risk  and  cost/benefit  analysis. 

In  that  instance,  for  example,  he  used  the  $100  million  threshold 
and  did  not  use  the  other  open-ended  phrases  because  it  was  going 
into  legislation  rather  than  into  an  executive  order.  He  used,  bene- 
fits justify  the  costs,  but  he  did  not  make  it  supplanting  existing 
law,  again,  because  it  was  going  into  a  statute  as  opposed  to  an  ex- 
ecutive order. 
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I  think  we  have  to  look  at  the  instrument  that  carries  the  words, 
but  my  response  to  each  of  you  has  been  that  on  the  substance,  on 
the  merits,  I  think  there  is  enormous  common  ground  and  I  believe 
we  can  work  productively  together. 

Senator  Thompson.  So  basically,  what  I  gather  you  are  saying  is 
that  it  is  perfectly  fine  for  someone  in  an  agency  to  consider  that, 
but  he  shouldn't  be  required  to  consider  that,  and  no  judge  should 
require  him  to  consider  that  through  judicial  review. 

Ms.  Katzen.  No,  I  don't  think  I  am  saying  that.  I  think  I  am  say- 
ing that  once  something  becomes  a  statute,  it  takes  on  a  whole  dif- 
ferent life. 

Senator  THOMPSON.  That  is  right.  You  have  to  abide  by  it. 

Ms.  Katzen.  But  a  corporate  board  may  have  a  policy  about  pro- 
curement, for  example.  It  may  use  the  competitive  bidding  process 
ordinarily.  But  it  is  something  else  to  say  that  every  corporation 
has  to  open  up  to  competitive  bidding  every  time  they  enter  into 
a  contract,  because  there  may  be  some  instances  where  they  have 
established  a  relationship  or  one  of  their  criteria  is  more  important 
than  another.  When  you  make  a  law,  it  takes  on  a  different  char- 
acter. 

That  is  not  to  say  that  the  underlying  premises  are  different.  We 
can  agree  to  those,  and  the  way  it  has  been  structured  in  the  past, 
I  think  we  would  be  quite  comfortable  in  working  to  develop  lan- 
guage that  meets  the  end  objectives.  But  those  conversations 
should,  I  think,  take  place  without  the  partisanship  and  without 
the  rhetoric  that  addresses  this  because  I  think  we  can  make 
progress. 

Senator  THOMPSON.  Do  you  think  language  that  the  rules  should 
justify  the  cost,  should  be  in  the  statute? 

Ms.  Katzen.  Yes. 

Senator  THOMPSON.  All  right. 

Ms.  Katzen.  I  have  said  that  and  I  agree  to  that. 

Senator  THOMPSON.  Let  me  ask  you  this.  Well,  my  time  has  ex- 
pired, hasn't  it? 

Senator  Grassley.  I  guess  we  will  call  the  next  panel,  but  just 
before  we  do  that,  I  want  to  make  very  clear  from  the  point  of  my 
intent  where  this  least-cost  issue  comes  up,  if  it  can  be  applied,  it 
applies,  but  if  it  can't  be  applied,  the  statute  doesn't  make  you  re- 
sponsible for  doing  the  impossible,  apply  a  test  to  a  rule  or  a  proc- 
ess where  it  isn't  applicable.  I  suppose  the  civil  rights  laws  would 
be  a  good  example  of  that. 

Thank  you  very  much. 

[The  prepared  statement  of  Ms.  Katzen  follows:] 

Prepared  Statement  of  Sally  Katzen 

Good  morning,  Mr.  Chairman  and  Members  of  the  Subcommittee.  I  am  pleased 
to  be  here  today  to  discuss  with  you  S.  343,  the  "Comprehensive  Regulatory  Reform 
Act  of  1995,"  in  the  form  it  was  voted  out  of  the  Subcommittee  on  Administrative 
Oversight  and  the  Courts  on  Tuesday,  March  14. 

The  stated  goal  of  S.  343  is  to  produce  a  more  rational  rulemaking  process  by  in- 
creasing the  opportunities  for  public  involvement,  by  focusing  agencies'  attention  on 
the  consequences  of  their  regulations,  by  bringing  greater  scientific  and  economic  ra- 
tionality to  the  regulation  of  risks  to  our  health,  safety,  and  environment,  and  by 
requiring  centralized  review  of  important  new  regulations.  These  are  laudable  goals, 
which  the  Administration  fully  and  actively  supports.  Indeed,  we  have  spoken  fre- 
quently and  forcefully  of  the  importance  of  basing  regulatory  decisionmaking  on 
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good  data  and  good  analysis  of  costs,  benefits,  and  risk,  of  the  benefits  of  centralized 
regulatory  review,  and  of  the  desirability  of  an  open  and  transparent  process.  More 
importantly,  we  have  done  a  great  deal  to  put  these  ideas  into  practice,  beginning 
gdmost  immediately  after  we  took  office. 

Executive  Order  No.  12866,  which  President  Clinton  signed  on  September  30, 
1993,  represents  the  cornerstone  of  our  efforts.  It  recognizes  that  there  is  an  impor- 
tant role  for  regulation  in  protecting  the  health,  safety,  environment,  and  well-being 
of  the  American  people.  At  the  same  time,  it  emphasizes  that  Government  has  a 
basic  responsibility  to  govern  wisely  and  carefully,  regulating  only  when  necessary 
and  only  in  the  most  cost-effective  manner. 

To  implement  this  philosophy,  the  Order  sets  forth  principles  emphasizing  the 
critical  role  of  analysis  (of  costs,  benefits,  and  risk)  and  of  the  use  of  that  analysis 
in  decisionmaking;  consideration  of  different  regulatory  alternatives  and  of  alter- 
natives to  regulation;  the  importance  of  private  markets  and  the  use  of  market  in- 
centives in  regulating;  the  need  for  performance  standards  rather  than  command 
and  control  techniques;  better  consideration  of  the  needs  of  small  businesses  and  the 
roles  of  state  and  local  governments;  and  the  need  for  extensive  consultation  with 
all  those  affected  by  the  regulation  (both  those  who  will  benefit  and  those  who  will 
be  burdened). 

The  Executive  Order  requires  agencies  to  proposed  or  adopt  a  regulation  only 
afler  determining  that  the  rule  would  achieve  its  objective  in  a  cost-effective  man- 
ner, and  that  its  benefits  would  justify  its  costs.  And  it  specifically  calls  for  the  use 
of  risk  analysis  in  regulatory  decisionmaking.  The  Executive  Order  states  that  in 
developing  regulations,  agencies  are  to  consider  "How  the  action  will  reduce  risks 
to  public  health,  safety,  or  the  environment,  as  well  as  how  the  magnitude  of  the 
risk  addressed  by  the  action  relates  to  other  risks  within  the  jurisdiction  of  the 
agency."  It  also  provides  that  "[i]n  setting  regulatory  priorities,  each  agency  shall 
consider,  to  the  extent  reasonable,  the  degree  and  nature  of  the  risks  posed  by  var- 
ious substances  or  activities  within  its  jurisdiction." 

Recognizing  that  risk  assessments  and  cost-benefit  analyses  are  valuable  tools  in 
helping  agencies  make  regulatory  decisions  in  a  sensible  and  cost-effective  manner, 
the  Administration  has  expressed  its  support  for  risk  and  cost-benefit  legislation.  In- 
deed, three  weeks  ago,  President  Clinton  stated,  "[W]e're  attempting  to  work  with 
members  of  both  parties  in  congress  to  further  reform  regulation.  .  .  .  For  example, 
we  want  all  agencies  to  carefully  compare  the  cost  and  benefits  of  regulations  so 
that  we  don't  impose  any  unnecessary  burdens  on  business."  ^  The  President  would 
like  to  sign  risk/cost-benefit  legislation  that  improves  the  regulatory  process.  He  has 
supported — indeed,  encouraged — members  of  the  Administration  to  work  with  you 
to  that  end.  At  the  same  time,  however,  we  cannot  support  legislation  that  is  likely 
to  burden  the  regulatory  process  with  unnecessary  or  costly  requirements  that  will 
cause  delay  or  gridlock  or  are  Ukely  to  have  substantive  consequences  that  are  det- 
rimental to  the  American  public. 

We  have  reviewed  S.  343,  as  it  was  voted  out  of  the  Subcommittee.  Regrettably, 
we  have  concluded  that  it  is,  in  the  President's  words,  and  "extreme"  proposal. 
"[Ljiterally  read,  [S.  343]  could  pile  so  many  new  requirements  on  government  that 
nothing  would  ever  get  done.  It  would  add  to  the  very  things  that  people  have  been 
complaining  about  for  years." 

Before  turning  to  our  specific  concerns,  I  want  to  address  an  issue  that  is  being 
discussed  by  Committee  Members  about  the  origins  of  the  bill.  A  number  of  Mem- 
bers recall  S.  1080,  a  regulatory  reform  bill  that  passed  the  Senate,  94-0,  in  early 
1982.2 

Many  Members  of  this  Committee  helped  work  on  this  bill  and  supported  its  pas- 
sage. The  structure  of  S.  343,  as  voted  out  of  Subcommittee,  is  based  on  the  struc- 
ture of  S.  1080.  Some  provisions  of  S.  343  are  identical  to  provisions  in  S.  1080.  But 
there  are  significant  differences  as  well.  S.  343  adds  provisions  expanding  the  appli- 
cability of  the  bill,  imposing  decisional  criteria,  encouraging  judicial  review,  adding 
various  forms  of  petition  processes,  and  prescribing  detailed  risk  "assessment  and 
characterization  procedures.  Let  me  discuss  these  in  tum.^ 

Section  621 — the  Definition  of  "Major  Rule." — One  obvious  problem  with  S.  343  is 
its  scope.  Its  regulatory  impact  analysis  and  risk  assessment  requirements  apply  to 
each  "major  rule."  A  major  rule  is  then  defined  as  one  that  "is  likely  to  have  a  gross 
annual  effect  on  the  economy  of  $50,000,000  or  more"  or  is  likely  to  result  in  "a  sub- 
stantial increase  in  costs  or  prices"  or  has  "significant  adverse  effects"  on  competi- 


1  Remarks  by  President  Clinton  at  a  Regulatory  Reform  Event,  Room  450,  Old  Executive  Of- 
fice Building,  February  21,  1995. 
2 Cong.  Rec,  daily  ed.,  S  2713-S  2712  (March  23,  1982). 
3 1  am  not  discussing  here  the  amendments  to  the  Regulatory  Flexibility  Act. 
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tion,  employment,  investment,  innovation,  the  environment,  public  health  or  safety, 
etc. 

Consider  first  the  numerical  threshold.  Since  President  Ford,  every  President  has 
had  an  executive  order  establishing  regulatory  review.  An  essential  ingredient  of 
these  orders  is  a  distinction  between  that  which  is  important  and  that  which  is 
more  routine  or  administrative.  For  over  20  years,  that  distinction  has  been  drawn 
at  an  aggregate  annual  effect  on  the  economy  of  $100  million;  that  is  also  the 
threshold  set  in  S.  lOSO.^ 

In  developing  Executive  Order  No.  12866,  the  Administration  consciously  retained 
$100  million  as  the  threshold  for  requiring  a  cost-benefit  analysis,  having  deter- 
mined that  the  resources  devoted  to  regulatory  analysis  should  be  commensurate 
with  the  significance  of  the  decision  to  be  made.  Allocating  resources  where  they  are 
most  productive  (i.e.,  getting  the  biggest  bang  for  the  buck)  is  a  tenet  of  proponents 
of  cost-benefit  analysis.  S.  343,  by  setting  the  threshold  for  such  analyses  at  one  half 
of  what  President  Reagan  used  ( 14  years  ago)  in  his  Executive  Order,  dilutes  this 
distinction.  Indeed,  for  a  large  number  of  rules,  there  would  be  newly  imposed  pro- 
cedural and  paperwork  requirements  that  can  only  cause  delay  and  gridlock. 

We  are  also  concerned  that  S.  343  goes  beyond  the  numerical  threshold,  in  its  def- 
inition of  rules  requiring  a  cost-benefit  analysis.  These  are  open-ended  phrases — 
"substantial  increase  in  costs  of  prices"  and  "significant  adverse  effects" — that  start 
you  down  a  slippery  slope.  Is  there  a  "substantial  increase"  in  price  if  there  is  a 
5c  increase  in  a  150  item?  A  50  increase  in  a  $1.00  item?  What  if  you  use  a  1,000 
of  those  $1.00  items?  Is  it  still  "substantial"  if  the  1,000  items  account  for  less  than 
1%  of  your  cost  of  service?  Are  there  not  some  cases  where  the  cost  of  undertaking 
a  rigorous  cost-benefit  analysis  or  following  the  detailed  risk  assessment  and  com- 
munication procedures  would  overwhelm  the  benefits  to  be  derived  from  such  analy- 
sis? How  are  agencies  to  know  where  the  line  is  to  be  drawn  and  what  criteria 
would  be  used  by  the  courts  in  reviewing  whatever  decision  is  made? 

I  am  not  asking  these  questions  just  as  a  stylistic  device.  The  broader  the  scope 
of  the  definition  of  "major  rule,"  the  greater  the  number  of  rules  that  will  require 
formal,  structured  analysis.  The  amount  of  analytic  and  other  administrative  effort 
devoted  to  a  rulemaking  has  to  be  kept  in  proportion  to  the  importance  of  that  rule. 
Stated  another  way,  it  does  not  make  sense  to  sweep  into  the  system  large  numbers 
of  regulations  that  do  not  warrant,  and  could  not  conceivably  profit  from,  a  full- 
blown cost-benefit  analysis.  At  that  point  there  is  overload.  As  the  President  stated, 
"Why  bother  [to  seek  the  repeed  of  consumer  or  environmental  statutes]  if  you  can 
paralyze  the  government  process?  Surely,  after  years  and  years  and  years  of  people 
screaming  about  excessive  governmental  process,  we  won't  just  go  to  an  even  bigger 
round  of  process  to  tilt  the  process  itself  in  another  direction." 

Section  624 — "Decisional  Criteria." — S.  343  provides  that  no  final  major  rule  can 
be  issued  unless  the  agency  finds  that  the  potential  benefits  of  the  rule  "justify"  the 
potential  costs  of  the  rule  and  that  the  rule  will  provide  greater  net  benefits  to  soci- 
ety "than  any  of  the  reasonable  alternatives"  identified  during  the  rulemaking  proc- 
ess. To  be  explicit  on  the  intended  effect  of  this  provision,  the  language  voted  out 
of  Subcommittee  states  that  unless  an  existing  statute  "expressly  requires"  promul- 
gation of  a  rule  without  regard  to  or  without  satisfying  one  or  both  of  these 
decisional  criteria,  these  criteria  "shall  supplement  any  other  decisional  criteria  oth- 
erwise provided  by  law." 

The  potential  effects  of  Section  624  are  hard  to  itemize,  but  the  significance  of 
the  contemplated  change  cannot  be  overstated.  For  more  than  30  years.  Congress 
has  passed — and  Presidents  from  both  parties  have  signed — publicly  acclaimed  leg- 
islation for  which  the  decisionmaking  criteria  are  different  from  that  suggested 
here.  Some  legislation — much  of  it  seeking  to  redress  long-standing  wrongs  to  mi- 
nority groups  and  persons  with  disabilities — is  based  on  social  and  procedural,  rath- 
er than  economic,  standards  of  equity,  fairness,  and  due  process.  Other  legislation — 
including  legislation  involving  safety  to  workers — reflects  Congressional  judgments 
that  while  both  safety  and  health  standards  properly  consider  costs,  in  the  latter 
case  those  costs  may  not  be  weighed  against  benefits  once  a  significant  risk  has 
been  determined.  Still  other  legislation — much  of  it  designed  to  protect  the 
enviomment — is  based  upon  standards  tied  to  the  most  advanced  technology  being 
used  by  industry.  And  other  legislation — underpinning  entitlements,  benefits,  and 
formula  grant  programs — views  certain  individuals  and  groups  as  worthy  of  society's 
support  exceeding  a  level  that  a  marginal  analysis  of  aggregate  social  needs  might 
suggest. 

All  of  this  legislation  was  vigorously  debated  and  carefully  considered  at  the  time 
of  enactment,  and  it  has  served  as  the  underpinning  of  American  society  since  at 


4  Cong.  Rec,  daily  ed.,  S.  2715  (March  23,  1982). 
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least  World  War  II.  While  each  statute  set  forth  the  factors  that  should  be  consid- 
ered, it  is  not  surprising  that  few,  if  any,  expressly  precluded  consideration  of  the 
decisional  criteria  that  have  only  recently  been  articulated  in  this  form.  It  may  be 
appropriate  to  review  and/or  reconsider  some  of  these  statutes,  but  any  fundamental 
changes  in  underlying  standards  should  be  debated  and  decided  on  the  merits  and 
not  in  the  guise  of  procedural  reform.  To  override  this  history  in  33  lines  of  text, 
without  identifying  the  statutes  and  regulatory  programs  involved,  and  without  a 
reasoned  discussion  by  the  responsible  Committees  and  by  the  full  Senate  and 
House  of  the  mjT-iad  of  social  and  economic  policies  that  are  implicated  cannot  be 
fairly  characterized  as  good  government. 

Sections  553,  625,  634,  and  706 — Judicial  Review. — S.  343  invites  judicial  review 
of  any  agency's  compliance  or  noncompliance  with  the  analytic  requirements  of  the 
bill,  including  both  the  numerical  and  non-numerical  criteria  used  in  determining 
whether  or  not  the  rule  is  a  major  rule.^  Because  S.  343  does  not  preclude  judicial 
review,  the  Administrative  Procedure  Act,  which  authorizes  judicial  review  of  final 
agency  action,  would  apply.  In  addition.  Sections  625(b),  634(b)  and  639(c)  require 
that  cost-benefit  analyses,  risk  assessments  and  peer  review  reports  be  made  part 
of  the  administrative  record  for  purposes  of  judicial  review  of  final  agency  action. 
There  is  also  the  explicit  provision  in  Section  625  that  agency  compliance  or  non- 
compliance with  these  decisional  criteria  discussed  above  is  subject  to  review  in  the 
Federal  courts.^ 

The  objective  of  cost  benefit  and  risk  assessment  legislation  should  be  to  improve 
the  regulatory  decisionmaking  process,  not  to  create  unproductive  paper  record  re- 
quirements or  additional  opportunities  for  litigation.  Nevertheless,  this  bill  author- 
izes Federal  judges  to  focus  on  whether  the  agencies  chose  the  right  path  to  follow 
in  developing  a  rule  and  whether  they  followed  each  of  the  many  procedural  steps. 
Similarly,  the  open-ended  definition  of  "major"  discussed  invites  endless  opportuni- 
ties for  litigation,  producing  uncertainty  and  delay — with  all  of  the  attendant  costs. 

In  addition,  as  noted  above,  each  regulation  issued  under  an  existing  statute  (with 
its  own  decision  criteria,  agency  practice,  and  court  precedent)  would  become  subject 
to  the  new  decisional  criteria  in  Section  624.  For  present  purposes,  the  important 
point  is  that  the  bill  (specifically  Section  625(b))  makes  Federal  judges,  rather  than 
the  Congress,  responsible  for  deciding  what  changes  in  social  and  economic  policy 
are  to  be  made. 

Last  year  the  Administration  and  the  Senate  reached  agreement,  in  the  context 
of  the  Johnston  Amendment  to  the  Safe  Drinking  Water  Act,  that  risk  analysis 
should  not  be  subject  to  judicial  review.  The  Executive,  with  oversight  by  Congress, 
should  be  responsible  for  determining  the  processes  by  which  agencies  make  their 
decisions,  particiilarly  when  the  decisions  are  to  be  informed  by  substantial  doses 
of  science  and  economics.  We  should  think  twice  before  inviting  generaiist  judges 
to  evaluate  the  quality  of  the  science  and  scientific  judgment  used  in  risk  assess- 
ments; before  we  give  economists  the  opportunity  to  serve  as  expert  witnesses  opin- 
ing on  the  sufficiency  or  accuracy  of  the  cost  and  cost-effectiveness  estimates  an 
agency  made  before  promulgating  a  regulation;  and  before  requiring  Federal  agen- 
cies to  spend  added  time  satisfying  (with  the  extra  margin  needed  to  assure  affirm- 
ance in  court)  each  step,  producing  even  more  paper  and  an  even  larger  record — 
efforts  that  would  consume  a  great  deal  of  time  and  resources  without  producing 
sounder  regulations. 

We  are  also  troubled  by  the  amendment  to  5  U.S.C.  706,  which  requires  a  review- 
ing court  to  hold  as  unlawful  "an  agency  interpretation  [of  a  statute]  that  is  other 
than  the  interpretation  of  the'  statute  clearly  intended  by  Congress"  or  as  an  abuse 
of  discretion  an  agency  failure  to  explain  "in  a  reasoned  analysis  why  it  selected  the 
interpretation  [it  did]  and  why  it  rejected  other  permissible  interpretations  of  the 
statute".  As  this  Committee  weU  knows,  there  is  an  enormous  body  of  law  and  lore 
on  the  subject  of  statutory  construction  and  on  the  more  arcane  issue  near  and  desu- 
to  the  hearts  of  administrative  lawyers  on  the  subject  of  an  agency's  interpretation 
of  its  statutory  mandate.  This  section  begins  by  appearing  to  ^codify  the  Chevron  "^ 
decision,  but  then  it  introduces  a  number  of  new  twists.  It  is  not  at  all  clear  what 


5  While  Section  625  does  not  explicitly  permit  court  review  of  whether  or  not  a  rule  should 
be  considered  "major,"  the  amendment  to  5  U.S.C.  553(e)  does.  Under  new  5  U.S.C.  553(e)(2), 
any  person  may  file  a  petition  suggesting  the  need  for  an  agency  to  perform  the  analyses  re- 
quired for  "major"  rules.  Under  new  5  U.S.C.  553(e)(3),  an  agency  decision  to  deny  such  a  peti- 
tion is  subject  to  immediate  court  review. 

^Section  625  is  reinforced,  in  new  5  U.S.C.  706(c)(2)(B),  by  having  the  reviewing  Federal  court 
find  as  an  abuse  of  agency  discretion  an  agency  interpretation  of  a  statute  "that  does  not  give 
the  agency  the  broadest  discretion  to  develop  rules  that  will  satisfy  the  decisional  criteria  of  sec- 
tion 624." 

^  Chevron  v.  NRDC.  467  U.S.  837  ( 1984). 
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changes  are  being  made,  what  other  seminal  administrative  law  decisions  are  being 
overturned  or  significantly  modified,  and,  again,  what  the  implications  will  be  for 
the  host  of  organic  statutes  whose  interpretations  (by  the  agencies  or  by  the  courts 
under  a  different  standard  of  review)  have  up  to  now  been  considered  settled  law. 
These  are  matters  that  should  not  be  lightly  brushed  aside,  particularly  in  the  nsime 
of  improving  the  regulatory  system. ^ 

If  there  is  one  thing  that  the  last  30  years  of  administrative  law  has  taught  us, 
it  is  that  courts  are  not  always  good  at  second  guessing  agency  rulemaking.  Judicial 
interpretations  that  emerge  in  the  context  of  an  individual,  hard-fought  Litigation 
do  not  always  make  sense  in  the  broader  context  of  setting  priorities  and  reducing 
risks  in  a  cost-effective  manner.  Given  the  ready  availability  of  congressional  over- 
sight, the  cost  of  adding  a  judicial  component  to  risk/cost-benefit  legislation  far  ex- 
ceeds the  benefits  that  judicial  enforcement  is  likely  to  provide. 

Sections  623  and  637 — Look-Back. — Section  623,  "Petition  for  cost-benefit  analy- 
sis," provides  that  anyone  may  petition  the  relevant  agency  or  the  0MB  Director 
to  perform  a  cost-benefit  analysis  for  an  existing  major  rule  if  one  had  not  been  pre- 
viously performed  that  met  the  requirements  of  S.  343,  and  then  the  agency  must 
conduct  a  detailed  cost-benefit  analysis  as  provided  in  S.  343.  As  a  matter  of  prin- 
ciple, this  Administration  supports — indeed,  encourages — agencies  to  review  the  ef- 
fectiveness and  efficiency  of  existing  mles — particularly  those  that  have  been  on  the 
books  for  a  number  of  years.  But  Section  623  is  unworkable  and,  if  enacted  as  draft- 
ed, could  transfer  the  management  of  the  agencies  from  both  the  Executive  and  Leg- 
islative branches  of  government  to  special  interests  pursuing  their  own  agendas. 

Section  623  authorizes  individuals  to  file  a  petition  to  have  an  agency  review  a 
major  rule,  any  portion  of  a  major  rule,  or  agency  guidance  or  general  statement  of 
policy  that  is  equivalent  to  a  major  rule.  The  agency  or  0MB  is  to  decide  whether 
there  is  "a  reasonable  likelihood  that  the  costs  .  .  .  outweigh  the  benefits,  or  that 
reasonable  questions  exist  as  to  whether  the  rule  provides  greater  net  benefits  to  so- 
ciety than  any  reasonable  alternative  .  .  .".  If  the  agency  or  0MB  denies  the  peti- 
tion, that  action  is  immediately  reviewable  in  court.  If  the  agency  or  0MB  grants 
the  petition,  the  agency  must  promptly  undertake  the  requisite  cost-benefit  analysis 
of  the  subject  of  the  petition,  and  determine  whether  the  rule  "satisfies  the 
decisional  criteria"  in  Section  624.  If  the  rule  does  not  satisfy  these  decisionsd  cri- 
teria, the  agency  is  to  "take  immediate  action  either  to  revoke  or  amend  the  rule" 
to  conform  to  these  decisional  criteria. 

Similarly,  Section  637  would  establish  a  petition  process  for  revising  a  previously 
conducted  risk  assessment  to  meet  the  requirements  of  Subchapter  III.  Section  637 
requires  the  agency  to  decide  whether  or  not  to  do  so  within  90  days,  and  requires 
that  the  risk  assessment  be  completed  within  180  days  thereafter. 

As  noted  earlier,  this  Administration  strongly  supports  the  idea  that  agencies 
should  review  the  effectiveness  and  efficiency  of  existing  rules — particularly  those 
that  have  been  on  the  books  for  a  number  of  years.  On  February  21,  the  President 
specifically  instructed  the  Federal  regulatory  agencies  "to  go  over  every  single  regu- 
lation and  cut  those  regulations  which  are  obsolete."  The  issue,  then,  is  not  prin- 
ciple; we  agree  on  the  objective.  The  issue  is  how  to  do  it  (and  continue  to  have  it 
done)  in  the  most  effective  way. 

We  believe  the  petition  processes  in  Sections  623  and  637  are  unworkable  and, 
if  enacted  as  drafted,  would,  in  the  President's  words,  "paralyze  the  government  by 
process."  First,  the  task  facing  an  agency  is  likely  to  be  formidable.  As  to  the  peti- 
tion process  for  cost-benefit  analyses  established  by  Section  623,  there  is  little  in 
the  field  of  regulation  that  would  not  give  rise  to  some  "reasonable  questions"  con- 
cerning net  benefits.  Moreover,  since  the  threshold  for  defining  a  "major"  rule  would 
be  half  of  what  it  has  been  for  the  past  20  years  (v^rithout  even  taking  account  of 
inflation),  there  are  undoubtedly  a  very  large  number  of  regulations  that  have  never 
been  subject  to  the  requisite  cost-benefit  analysis.  Similarly,  it  is  likely  that  many, 
if  not  most,  of  the  risk  assessments  already  completed  did  not  foUow  each  and  every 
one  of  the  steps  outlined  in  Subchapter  III,  and  thus  petitions  could  be  filed  for  vir- 
tually all  previously  completed  risk  assessments  under  Section  637. 


^.-Vlso,  to  the  extent  that  the  agencies  (and  the  courts)  are  locked  into  the  intent  of  Congress, 
the  weight  will  likely  be  given  to  the  intent  of  the  Congress  that  passed  the  statute — 10,  20, 
30,  or  more  years  ago — augmented  by  the  intent  of  subsequent  Congresses  only  to  the  extent 
they  have  manifested  that  intent  in  the  form  of  amendments,  riders,  etc.  What  vfill  be  the 
weight  accorded  the  informal  oversight  process — the  expression  of  preferences  by  Congressional 
leadership,  chairmen,  and  individual  Members — in  the  more  recent  past,  currently,  or  as  it  may 
be  expressed  in  the  future?  Is  it  really  the  will  of  the  Congress  to  instruct  the  Federal  judiciary 
to  ignore  the  results  of  this  traditional  and  highly  effective  Congressional  oversight  process? 
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Second,  for  both  kinds  of  petitions,  the  time  pressures  will  be  severe,  both  to  de- 
cide whether  or  not  to  grant  the  petition  and,  if  so,  then  to  complete  the  requisite 
ansdysis.  Recall  also  that  if  an  agency  were  to  deny  a  petition,  under  S.  343,  judicial 
review  would  be  available  to  the  petitioning  peirty,  thus  exacerbating  the  strain  on 
agency  resources. 

Most  significantly,  however,  the  agencies'  task  will  not  be  determined  by  the 
President  or  the  people  he  appoints,  or  by  the  Congress.  Rather,  the  agencies'  prior- 
ities will  be  set  by  the  special  interests  who  are  the  first  to  flood  the  agencies  with 
their  petitions  and  sufficiently  well-financed  to  keep  the  petitions  coming.  Thus  the 
management  of  the  agencies  will  be  turned  over  to  those  pursuing  their  own  paro- 
chial interests. 

Subchapter  III — Risk  Assessments. — Subchapter  III  creates  risk  assessment  and 
peer  review  requirements  for  agencies  in  connection  with  regulatory  programs  de- 
signed to  protect  "health,  safety,  and  environmental  risks."  This  phrase,  which  at 
its  core  is  an  apt  description  of  a  category  of  well-defined  regulatory  programs, 
would — as  used  here — apply  a  series  of  requirements  to  a  large  number  of  regu- 
latory activities  that  do  not  warrant,  and  could  not  conceivably  profit  fi-om,  a  full- 
blown risk  assessment. 

For  example,  do  you  really  want  the  Department  of  Commerce  to  have  to  go 
through  the  risk  assessment  and  peer  review  process  before  issuing  a  rule  opening 
a  fishing  season  at  a  particular  set  of  fisheries?  The  Department  of  Interior  before 
it  authorizes  the  seasonal  hunting  of  certain  migratory  birds  otherwise  illegal  to 
shoot?  The  Internal  Revenue  Service  before  it  revises  its  income  tax  regulations  con- 
cerning the  electric  vehicle  or  the  alternative  fuel  tax  credit?  The  Bureau  of  Alcohol, 
Tobacco,  and  Firearms  before  it  restricts  the  sale  of  a  type  of  explosive?  The  Depart- 
ment of  Transportation  before  it  issues  mirror  requirements  to  help  school  bus  driv- 
ers see  children  near  the  bus?  The  Federal  Aviation  Administration  before  it  pro- 
hibits runways  from  being  used  for  both  takeofi's  and  landings  at  the  same  time? 
"The  Occupational  Safety  and  Health  Administration  before  it  can  protect  forklift 
drivers,  scores  of  whom  are,  each  year,  crushed  in  roll  over  accidents  because  of  in- 
adequate training?  The  Food  and  Drug  Administration  before  it  can  prohibit  the  im- 
portation of  cans  containing  lead? 

Section  635(b)(4)  states  that  a  risk  assessment  "shgdl  be  prepared  at  the  level  of 
detail  appropriate  and  practicable  for  reasoned  decisionmaking  on  the  matter  in- 
volved, taking  into  consideration  the  significance  and  complexity  of  the  decision  and 
any  need  for  expedition."  This  provision  makes  sense;  it  permits  agencies  to  spend 
resources  on  risk  analysis  that  are  commensurate  with  the  significance  of  the  regu- 
latory decision  to  be  made. 

Unfortunately,  however,  other  provisions  of  this  section  and  the  one  that  follows 
it  effectively  negate  that  sensible  language.  Read  literally,  as  a  statute  should  be. 
Subchapter  III  requires  an  agency  to  perform  a  fiill-blown  risk  assessment  (includ- 
ing a  discussion  of  comparative  physiology,  routes  of  exposure,  bioavailability,  and 
pharmacokinetics;  a  presentation  of  plausible  and  alternative  assumptions,  a  ftill  de- 
scription of  the  model  used  in  the  risk  assessment  and  the  assumptions  incorporated 
therein,  and  an  indication  of  the  extent  to  which  this  model  has  been  validated  by 
empirical  data;  a  statement  of  the  reasonable  range  of  scientific  uncertainties;  a  best 
estimate  of  risk;  an  explanation  of  the  exposure  scenarios  employed  by  the  risk 
analysis;  comparisons  to  other  health  risks;  and  an  analysis  of  any  substitution 
risks)  every  time  it  makes  any  characterization  about  any  risk  that  it  wishes  to  com- 
municate to  the  public  or  to  Congress  or  that  it  wishes  to  rely  on  in  pursuing  vir- 
tually any  regulatory  activity.^ 

Congress  has  in  some  cases  specified  the  factors  that  agencies  are  to  consider  in 
issuing  health,  safety,  and  environmental  regulations,  and  it  has  on  occasion  explic- 
itly or  implicitly  precluded  the  consideration  of  risk  in  decisionmaking.  Technology- 
based  standards  are  one  example.  In  those  instances,  what  purpose  is  served  by  re- 
quiring an  agency  to  perform  a  rigorous  risk  assessment,  let  alone  undertake  each 
and  every  one  of  the  specified  steps?  And  even  in  those  circumstances  where  the 
underlying  statute  does  not  preclude  consideration  of  risk,  the  reqioirements  in  the 
Subchapter  III  are  overly  broad  and  undifferentiated  given  the  different  missions 
of  different  agencies.  For  example,  the  focus  of  several  of  the  provisions  appear  to 
be  on  cancer  risks.  That  may  be  one  of  several  factors  relevant  to  EPA's  regulation 
of  toxic  chemicals,  but  does  it  make  sense  when  evaluating  a  Department  of  Agri- 
culture proposal  designed  to  reduce  the  instances  of  bacterial  contamination  of 
meat?  Wliat  purpose  would  be  served  by  requiring  the  FAA,  in  determining  whether 
an  airplane  should  be  grounded  because  of  icing  problems,  to  "explain  the  exposure 


9 There  are  very  limited  exceptions  in  Section  632  for  use  of  risk  assessments  for  screening 
analyses  that  do  not  result  in  positive  findings  of  risk  and  in  emergencies. 
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scenarios"  used  in  its  risk,  assessments,  or  the  Department  of  Commerce,  in  regulat- 
ing against  overfishing  of  fisheries,  to  compare  the  risk  of  fish  depletion  to  six  other 
risks? 

There  is  general  agreement  that  agencies  should  use  objectively  verifiable  sci- 
entific methods,  provide  sufficient  information  so  that  their  scientific  analysis  could 
be  replicated,  explain  amd  make  transparent  their  assumptions  (including  who  or 
what  is  being  protected  and  why),  and  provide  meaningful  explanations  of  risks  (in- 
cluding comparisons  that  are  meaningftil  to  the  public  and  relevant  to  the  decision 
being  made).  Subchapter  III,  however,  is  quintessential  command  and  control.  Rath- 
er than  specifying  what  is  to  be  achieveci  (or,  in  regulatory  parlance,  the  perform- 
ance standard  that  is  to  be  met),  it  tells  agencies  not  only  what  to  do,  but  also  how 
to  do  it  and  when  to  do  it. 

Section  630 — Peer  Review. — Like  the  risk  assessment/risk  characterization  re- 
quirements in  Subchapter  III,  its  peer  review  requirements  reflect  a  "one-size-fits- 
air  approach.  Section  630  requires  the  Director  of  the  Office  of  Science  and  Tech- 
nology to  develop  "a  systematic  program  for  the  peer  review,"  which  is  to  be  "used 
uniformly  across  the  agencies."  Yet  different  agencies  have  very  different  missions, 
and  not  surprisingly  their  peer  review  needs  and  requirements  vary  accordingly. 
Thus,  for  example,  the  Department  of  Transportation,  which  possesses  very  concrete 
data  concerning  automobile  and  airplane  accidents,  is  less  likely  to  require  the  same 
type  of  scope  of  peer  review  as  the  Environmental  Protection  Agency's  program  of- 
fice that  is  working  on  global  climate  change  issues. 

The  peer  review  requirements  are  troubling  for  two  additional  reasons.  First,  Sec- 
tion 638(1)  requires  that  each  agency  head  certify  that  its  risk  assessments  are 
"supported  by  the  best  available  scientific  data,  as  determined  by  a  peer  review 
panel.  *  *  *"  This  provision  would  take  ultimate  authority  away  from  the  agencies 
and  vest  it  in  individuals  who  do  not  work  for,  and  are  not  responsible  to,  the  Fed- 
eral government.  Such  a  delegation  of  ultimate  power  is,  to  my  knowledge,  unprece- 
dented since  the  days  of  President  Roosevelt's  National  Recovery  Administration. 
Second,  Section  639  carries  micromanagement  so  far  that  it  explicitly  makes  an  ex- 
ception to  customary  standards  of  ethical  conduct  by  prohibiting  agencies  from  re- 
stricting those  with  an  interest  in  the  outcome  fi"om  participating  on  the  panel. 

Would  it  not  be  more  productive  for  the  legislation  simply  to  require  agencies  to 
have  a  peer  review  plan,  tailored  to  the  types  of  risks  they  address  and  the  relevant 
sciences  that  are  involved?  The  plan  could  indicate  which  types  of  risk  assessments 
would  be  subject  to  peer  review,  whether  external  or  internal,  and  these  plans  could 
be  made  available  to  the  public — indeed,  there  could  be  public  comment  on  the  plan. 
Here,  as  above,  we  urge  that  whatever  legislation  is  passed  set  forth  the  objective 
and  not  seek  to  specify  each  and  every  detail  along  the  way. 

Section  801 — Comprehensive  Report  and  Waif.— Section  801  provides  that,  subject 
to  certain  limited  exemptions,  any  major  rule  is  to  lay  over  in  Congress  for  45  days 
awaiting,  under  expedited  procedures,  a  potentied  legislative  override.  While  Section 
801  purports  to  restore  power  to  the  Congress  to  stabilize  the  balance  of  power,  it 
could  in  fact  shift  that  balance  in  undesirable  ways. 

I  need  not  belabor  the  Constitutionally  established  separation  of  powers:  Con- 
gress— the  Legislative  branch — authorizes  the  Executive  branch  to  carry  out  des- 
ignated responsibilities.  The  Executive  branch  is  responsible  for  the  day-to-day  deci- 
sionmaking— the  conduct  and  fulfillment  of  these  Federal  responsibilities.  To  over- 
see these  day-to-day  activities,  Congress — its  Committees,  its  leadership,  its  individ- 
ual Members — retains  well-established  mechanisms  of  formal  and  informal  over- 
sight. 

But  in  Section  801,  the  Congress  may  be  putting  itself  into  the  position — for  45 
days — to  have  individual  Members,  their  staff,  and  any  private  constituents  whose 
help  they  request  scrutinize  the  agencies'  work  product.  Will  some  suggest  "modest 
changes"  if  the  agency  wants  its  rule  to  go  forward?  Will  others  suggest  the  addition 
(or  deletion)  of  one  "small  piece"  of  the  proposed  package?  This  is  a  potentially  sig- 
nificant lever  to  give  an  individual  Member — or  his  or  her  staff — and  it  will  permit 
the  lobbying  on  particular  regulations  (which  can  be  quite  intense)  to  move  from  the 
agency — where  the  often  competing  claims  are  to  be  reconciled — to  the  Hill,  where 
there  may  not  be  the  time  nor  the  resources  to  verify  information,  hear  the  "other 
side  of  the  story,"  or  resolve  the  conflict.  And  this  intervention  would  take  place  at 
the  end  of  the  administrative  rulemaking  process  and  without  any  of  the  disclosure 
and  record  requirements  set  forth  in  the  Administrative  Procedure  Act,  which 
stresses  openness,  accountability,  and  due  process  for  all. 

*  *  *  *  *  *  * 

If  the  layering  of  the  regulatory  process  with  complicated  requirements  were 
costless,  we  would  not  object  so  much  to  S.  343  and  its  inflexibility.  But  we  must 
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be  clear  about  what  is  at  stake.  The  effect  of  these  requirements  is  not  to  bring 
sound  science  and  soUd  economics  to  bear  on  regulation,  but  to  create  more  bureauc- 
racy, more  paperwork,  and  less  efficiency  in  government — to  the  point  that  the  regu- 
latory system  could  not  move  forward  and  our  ability  to  take  sensible  steps  to  pro- 
tect human  health  and  safety  and  the  environment  would  be  substantially  retarded. 

I  regret  that  I  have  spent  so  much  time  speaking  to  matters  on  which  we  disagree 
rather  than  on  the  areas  where  we  do  agree.  As  President  Clinton  said,  "We  all 
want  the  benefits  of  regulation.  We  all  want  clean  air  and  clean  water  and  safe  food 
and  toys  that  our  children  can  play  with.  But  let's  face  it,  we  all  know  the  regu- 
latory system  needs  repair.  Too  often  the  rule  writers  here  in  Washington  have  such 
detailed  lists  of  dos  and  don'ts  that  the  dos  and  don'ts  undermine  the  very  objectives 
they  seek  to  achieve,  when  clear  goals  and  operation  for  cooperation  would  work  bet- 
ter. Too  often,  especially  small  businesses,  face  a  profiision  of  overlapping  and  some- 
times conflicting  rules.  *  *  *  We  need  to  change  this  system." 

Working  together,  I  am  confident  that  we  wall  be  able  to  help  bring  the  American 
people  a  rational  regulatory  system  that  works  for  them,  not  against  them,  and  that 
improves  our  quahty  of  life,  promotes  our  health  and  safety,  and  protects  the  envi- 
ronment, wdthout  imposing  undue  costs  or  burdens. 

Thank  you,  Mr.  Chairman.  I  £im  happy  to  answer  your  questions. 

Senator  Grassley.  Our  next  panel  consists  of  Mr.  Philip  How- 
ard, who  is  an  attorney.  His  claim  to  fame  is  the  book  that  he  au- 
thored, The  Death  of  Common  Sense,  and,  of  course,  this  book  is 
a  collection  of  horror  stories  on  regulation. 

We  have  Mr.  Kelvin  Herstad.  He  is  the  owner  of  a  small  business 
in  Minnesota.  His  business  has  been  subjected  to  an  incredible 
number  of  regulatory  burdens. 

And,  we  have  Dr.  Morris,  who  will  testify  as  to  the  need  for 
unhindered  regulations  to  protect  public  health  and  safety. 

Before  you  start,  I  would  like  to  say  that  I  know  that  Senators 
Kohl  and  Feingold  wish  that  they  could  be  here  for  your  testimony. 
Dr.  Morris.  Unfortunately,  they  have  schedules  back  in  Wisconsin. 
They  may  have  some  followup  written  questions  to  you,  and  we 
would  hope  that  you  would  respond  to  those  if  they  are  submitted 
to  you.  But  we  welcome  you  here  on  their  behalf. 

STATEMENT  OF  A  PANEL  CONSISTING  OF  ROBERT  D.  MORRIS, 
M.D.,  DEPARTMENT  OF  FAMILY  AND  COMMUNITY  MEDICINE, 
MEDICAL  COLLEGE  OF  WISCONSIN,  MILWAUKEE,  WI;  KELVIN 
R.  HERSTAD,  PRESIDENT  AND  TREASURER,  UNITED  TRUCK 
BODY  COMPANY,  INC.,  DULUTH,  MN,  ON  BEHALF  OF  THE  NA- 
TIONAL FEDERATION  OF  INDEPENDENT  BUSINESS;  AND 
PHILIP  K  HOWARD,  AUTHOR,  "THE  DEATH  OF  COMMON 
SENSE,"  NEW  YORK,  NY 

STATEMENT  OF  ROBERT  D.  MORRIS 

Dr.  Morris.  Thank  you  for  the  opportunity  to  speak  to  you  today 
about  risk  assessment  and  regulatory  reform.  To  discuss  the  prob- 
lem of  risk  assessment,  I  have  chosen  as  an  example  the  problem 
of  regulating  Crjrptosporidium,  a  small  water-borne  parasite. 

Ten  years  ago,  this  pathogen  was  reviewed  in  the  medical  com- 
munity as  a  microbiological  curiosity,  primarily  of  interest  to  live- 
stock veterinarians.  My  own  medical  school  textbook  referred  to  in- 
fection with  Cryptosporidium  as  a  rare  disease,  and  an  authori- 
tative 1986  text  on  water-borne  diseases  did  not  even  list  it  as  a 
pathogen.  In  1987,  a  CDC  scientist  published  a  study  estimating 
that  50  cases  of  human  disease  occur  each  year  in  the  United 
States  due  to  Cryptosporidium. 
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The  same  year  that  estimate  made  its  way  into  print,  a  physician 
from  a  college  town  in  Northern  Georgia  reported  a  mysterious  out- 
break of  gastrointestinal  illness.  In  the  course  of  this  outbreak,  as 
finally  unraveled  and  reported  in  the  New  England  Journal  of 
Medicine  two  years  later,  one-fourth  of  the  city's  population  had  be- 
come ill  from  drinking  water  contaminated  with  Cryptosporidium, 
water  that  met  all  applicable  standards  that  caused  disease  in 
13,000  people. 

Six  years  later,  more  than  400,000  Milwaukee  residents  fell  ill 
during  an  outbreak  of  this  same  disease.  Over  4,000  people  were 
so  debilitated  as  to  require  hospitalization,  and  104  ultimately 
died.  As  in  Georgia,  the  drinking  water  in  Milwaukee  met  Federal 
standards. 

It  is  now  eight  years  since  the  outbreak  in  Georgia  demonstrated 
the  inadequacy  of  existing  drinking  water  standards.  Although  the 
EPA  is  currently  at  work  revising  these  standards,  the  changes 
have  yet  to  be  implemented.  For  the  people  of  Milwaukee,  any 
change  in  regulations  will  come  too  late.  The  regulatory  process 
was  not  too  fast,  but  too  slow.  Nonetheless,  we  still  lack  the  tools 
needed  to  perform  the  kind  of  cost/benefit  analysis  envisioned  in 
the  legislation  before  this  committee. 

Given  the  flux  in  the  state  of  scientific  knowledge  concerning  our 
relationship  to  the  environment  and  the  evolving  nature  of  environ- 
mental hazards,  it  is  inevitable  that  we  will  make  errors  in  assess- 
ing health  risks  and  promulgating  regulations.  Any  calculations  of 
the  benefits  of  removing  Cryptosporidium  from  our  drinking  water 
made  during  the  1980s  would  now  be  a  drastic  underestimate.  We 
do  not  have  the  option  of  enacting  error-free  regulations.  We  can 
only  choose  what  kind  of  errors  we  expect  to  make. 

Although  current  regulatory  practice  emphasizes  the  conserv- 
ative protection  of  human  health,  even  these  standards  have  often 
been  later  recognized  as  inadequate,  or,  as  in  the  case  of  Milwau- 
kee, taken  too  long.  As  you  consider  legislation  that  would  move 
away  from  these  protective  measures,  I  urge  caution.  Much  of  Eu- 
rope has  already  moved  forward  on  new  standards  for 
Cryptosporidium,  despite  gaps  in  our  knowledge.  They  are  not  wor- 
ried by  the  thought  of  having  water  that  is  too  clean. 

The  data  to  accurately  define  the  rate  of  water-borne  infectious 
disease  in  the  United  States  are  simply  unavailable.  According  to 
a  soon-to-be-published  study  that  I  recently  presented  to  a  con- 
ference on  drinking  water  safety  in  Rome,  the  available  literature 
suggests  a  range  for  the  incidence  of  water-borne  infectious  disease 
in  the  United  States  of  between  one  and  27  million  cases  per  year. 
I  would  be  reluctant  to  assign  costs  in  the  face  of  that  degree  of 
uncertainty,  but  I  would  be  more  reluctant  not  to  act. 

Unfortunately,  when  it  comes  to  risk  assessment,  infectious  dis- 
ease is  easy.  Subtle  effects  of  environmental  toxicants  like  memory 
loss  and  declining  fertility,  delayed  effects  like  cancer,  and  effects 
on  susceptible  segments  of  the  population,  such  as  people  with 
asthma,  tend  to  be  far  more  difficult  to  identify.  Furthermore,  con- 
servative approaches  to  defining  standards  for  individual  chemicals 
may  no  longer  be  conservative  when  the  combined  effects  of  thou- 
sands of  synthetic  compounds  to  which  we  are  all  exposed  is  con- 
sidered. 
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I  am  particularly  concerned  about  provisions  for  extensive  judi- 
cial review  of  regulations  based  upon  cost/benefit  criteria.  The  costs 
of  compliance  are  generally  clear  and  those  affected  by  these  costs 
are  easily  identified.  Frequently,  the  financial  beneficiaries  of  an 
unregulated  environment  are  well-endowed  and  well-represented. 
The  victims  of  regulatory  reform  may  be  tomorrow's  children. 

In  a  legal  contest,  the  beneficiaries  of  the  status  quo  will  oflen 
be  able  to  bring  more  resources  to  bear.  Astute  lawyers  can  easily 
manipulate  the  sort  of  complexities  inherent  in  risk  assessment 
and  turn  uncertainty  to  the  advantage  of  their  clients.  I,  for  one, 
am  reluctant  to  turn  the  fate  of  America's  public  health  and  safety 
over  to  the  F.  Lee  Baileys  of  the  world. 

All  of  us  would  like  to  minimize  the  cost  of  regulation,  but  we 
should  not  do  so  by  introducing  an  accounting  that  asks  future  gen- 
erations to  pay  the  price  of  today's  economic  prosperity  in  the  cur- 
rency of  disease,  death,  and  a  spoiled  environment. 

Thank  you,  Mr.  Chairman  and  members  of  the  committee,  for 
your  time. 

[The  prepared  statement  of  Dr.  Morris  follows:] 

Prepared  Statement  of  Robert  D.  Morris 

Mr.  Chairman  and  members  of  the  committee,  I  thank  you  for  the  opportunity  to 
speak  to  you  today  about  risk  assessment  and  regulatory  reform. 

Personally,  I  support  the  development  of  innovative  and  more  efficient  govern- 
ment policies  for  protecting  public  hesdth  and  the  environment.  As  a  taxpayer  and 
a  consiuner,  I  know  that  unnecessary  or  inappropriate  regulations  will  ultimately 
have  a  financial  impact  on  me  and  my  family.  Unfortunately,  the  devil  of  regulatory 
reform  Ues  in  the  details  of  risk  assessment. 

To  help  explain  the  complexities  of  risk  assessment  I  have  chosen  as  an  example 
the  problem  of  regulating  Cryptosporidium,  a  small  waterbome  parasite  with  re- 
markable abilities  to  elude  and  survive  conventional  drinking  water  treatment.  Ten 
years  ago,  this  pathogen  was  viewed  in  the  medical  community  as  a  microbiological 
curiosity,  primarily  of  interest  to  livestock  veterinarians.  My  own  medical  school 
textbook  referred  to  infection  with  Cryptosporidium  as  a  "rare  disease"  and  an  au- 
thoritative 1986  text  on  waterbome  diseases  did  not  even  list  it  as  a  pathogen.  In 
1987,  a  CDC  scientist  pubhshed  a  study  estimating  that  50  cases  of  human  disease 
occur  each  year  in  the  United  States  due  to  Cryptosporidium.  The  same  year  that 
estimate  made  its  way  into  print,  a  physician  from  a  college  town  in  northern  Geor- 
gia reported  a  mysterious  outbreak  of  gastrointestinEil  illness.  In  the  course  of  this 
outbreak,  as  finally  unraveled  and  reported  in  the  New  England  Journal  of  Medi- 
cine two  years  later,  one  fourth  of  the  citys  population,  had  become  ill  from  drinking 
water  contaminated  with  Cryptosporidium.  Water  that  met  all  applicable  standards 
had  caused  disease  in  13,000  people. 

More  than  6  years  later,  Cryptosporidium  oocysts  (or  eggs)  passed  through  Mil- 
waukee's filtration  system  in  quantities  sufficient  to  cause  disease  in  one  third  of 
the  city's  population.  Milwaukee  residents  were  forced  to  boil  their  water,  schools 
and  businesses  closed,  and  hospitals  and  emergency  rooms  overflowed.  Of  the  more 
than  400,000  people  who  fell  ill  during  this  outbreak,  over  4,000  were  so  debilitated 
as  to  require  hospitalization  and  104  ultimately  died.  As  in  Georgia,  the  drinking 
water  in  Milwaukee  met  federal  standards.  My  wife,  who  was  bom  in  Germany,  be- 
came ill  during  the  outbreak  and  complained  that,  unable  to  drink  the  tap  water, 
she  felt  like  she  was  living  in  a  developing  country. 

It  is  now  more  than  8  years  since  the  outbreak  in  Georgia  demonstrated  the  inad- 
equacy of  existing  drinking  water  standards.  Although  the  EPA  is  currently  at  work 
revising  these  standards,  the  changes  have  yet  to  be  implemented.  For  the  people 
of  Milwaukee;  any  change  in  regulations  will  come  too  late;  the  regulatory  process 
was  not  too  fast,  but  too  slow.  Nonetheless,  we  still  lack  the  tools  needed  to  perform 
the  kind  of  cost-benefit  analysis  envisioned  in  the  legislation  before  this  committee. 

As  a  researcher  in  environmental  health,  I  am  intimately  familiar  with  the  com- 
plexity of  the  science  that  underlies  risk  assessment.  Few  areas  of  research  are  as 
fraught  with  ambiguity.  One  scientist's  high  estimate  is  another's  implausibility. 
Furthermore,  the  science  in  these  fields  is  constantly  evolving.  Any  calculations  of 
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the  benefits  of  removing  Cryptosporidium  from  our  drinking  water  made  during  the 
1980's  would  now  be  a  drastic  underestimate. 

Not  only  does  the  state  of  scientific  understanding  change,  but  the  environment 
itself  changes.  New  threats  are  constantly  being  recognized;  new  pathogens  are  con- 
tinually emerging. 

Given  the  flux  in  the  state  of  scientific  knowledge  concerning  our  relationship  to 
the  environment  and  the  evolving  nature  of  environmental  hazards,  it  is  inevitable 
that  we  will  make  errors  in  assessing  health  risks  and  promulgating  regulations. 
We  do  not  have  the  option  of  enacting  error-free  regulations;  we  can  ordy  choose 
what  kind  of  errors  we  expect  to  make.  Although  ciirrent  regxilatory  practice  empha- 
sizes the  conservative  protection  of  human  health,  even  these  standards  have  often 
been  later  recognized  as  inadequate  or,  as  in  the  case  of  Milwaukee,  taken  too  long. 
As  you  consider  legislation  that  would  move  away  from  these  more  protective  meth- 
ods, I  urge  caution.  Much  of  Europe  has  already  moved  forward  on  new  standards 
for  Cryptosporidium,  despite  gaps  in  our  knowledge.  They  are  not  worried  by  the 
thought  of  having  water  that  is  too  clean. 

The  data  on  accurately  define  the  rate  of  waterbome  infections  disease  in  the 
United  States  are  simply  unavailable.  According  to  a  soon  to  be  published  study 
that  I  recently  presented  to  a  conference  on  drinking  water  safety  in  Rome,  the 
available  literature  suggests  a  range  for  the  incidence  of  waterbome  infectious  dis- 
ease in  the  United  States  of  between  one  and  twenty  seven  million  cases  per  year. 
I  would  be  reluctant  to  assign  costs  in  the  face  of  that  degree  of  uncertainty,  but 
I  would  be  more  reluctant  not  to  act.  Unfortunately,  when  it  comes  to  risk  assess- 
ment, infectious  disease  is  easy.  Subtle  effects  of  environmental  toxicants  like  mem- 
ory loss  and  declining  fertility,  delayed  effects  like  cancer,  and  effects  on  susceptible 
segments  of  the  population  such  as  people  with  asthma  tend  to  be  far  more  difficult 
to  identify.  Furthermore,  conservative  approaches  to  defining  standards  for  individ- 
ual chemicals  may  no  longer  be  conservative  when  the  combined  effects  of  the  thou- 
sands of  synthetic  compounds  to  which  we  are  all  exposed  is  considered. 

I  am  particularly  concerned  about  liberal  provisions  for  judicicd  review  of  regula- 
tions based  upon  cost-benefit  criteria.  The  costs  of  compliance  are  generally  clear 
and  those  affected  by  these  costs  are  easily  identified.  Frequently,  the  financial 
beneficiaries  of  an  unregulated  environment  are  well  endowed  and  well  represented. 
The  victims  of  underregulation  may  be  tomorrow's  children.  In  a  legal  contest,  the 
beneficiaries  of  the  status  quo  will  often  be  able  to  bring  more  resources  to  bear. 
Astute  lawyers  can  easily  manipulate  the  sort  of  complexities  inherent  in  risk  as- 
sessment and  turn  uncertainty  to  the  advantage  of  their  clients.  I,  for  one,  am  reluc- 
tant to  tiim  the  fate  of  America's  public  health  and  safety  over  to  the  F.  Lee  Bailey's 
of  the  world. 

It  is  impossible  to  create  a  risk  free  environment,  but  we  must  minimize  risks  to 
public  health  and,  for  the  sake  of  our  children  and  their  children,  protect  our  natu- 
ral environment.  The  financial  resources  of  government  are  limited  and  the  federal 
deficit  must  be  reduced.  We  should  not,  however,  balance  the  deficit  with  an  ac- 
counting that  asks  fiature  generations  to  pay  the  price  of  today's  economic  prosperity 
in  the  currency  of  disease,  death  and  a  despoiled  environment. 

The  Chairman.  Thank  you. 

Let  us  go  to  Mr.  Herstad  next,  and  then  we  will  go  to  Mr.  How- 
ard last. 

STATEMENT  OF  KELVIN  R.  HERSTAD 

Mr.  Herstad.  Thank  you,  Mr.  Chairman. 

At  first,  I  thought  I  was  at  the  wrong  committee  today  because 
I  heard  cost  analysis  and  things  of  what  I  call  macro  issues  and 
I  am  here  strictly  on  micro  issues.  The  one  word  that  hit  me  was 
flexibility  in  the  regulatory  act. 

I  proposed  in  the  Minnesota  State  Legislature  many  years  ago 
COBRA,  before  COBRA  was  thought  of  in  Congress,  and  we  passed 
a  small  COBRA  bill  which  affected  divorcees  in  Minnesota.  I  feel 
regulation,  in  the  right  form,  is  very  important. 

However,  as  a  small  business  owner,  I  am  faced  with  what  I  call 
macro-regulation  from  micro  issues.  As  I  was  sitting  here  now,  and 
I  was  going  to  bring  regulations,  but  you  far  outdid  me.  Senator. 
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The  Chairman.  No,  I  didn't  far  outdo  you.  It  was  the  Clinton  ad- 
ministration that  did  this,  not  me.  I  understand  your  point,  though, 
and  I  am  glad  that  I  have  been  able  to  help  you  make  it. 

Mr.  Herstad.  I  couldn't  help  but  look  at  the  cart  and  question 
that  if  we  were  doing  a  walk-around  with  OSHA,  there  might  be 
a  possibility  of  the  cart  being  piled  incorrectly  and  perhaps  a  haz- 
ard. I  opened  the  door  over  there,  when  they  opened  the  door,  that 
there  is  electronic  equipment  behind  it  and  not  an  exit,  and  I  notice 
there  is  no  sign  posted  that  it  is  not  an  exit.  And  I  notice  over  here 
that  we  have 

The  Chairman.  Now  wadt.  We  do  not  apply  these  laws  to  Con- 
gress, you  know.  [Laughter.] 

Mr.  Herstad.  I  just  was  sort  of  showing  you  some  of  the  regula- 
tions  

The  Chairman.  We  have  to  take  care  of  Congress.  We  would  not 
expect  Congress  to  live  up  to  the  laws  we  impose  on  everybody  else. 
That  is  the  attitude  around  here.  That  is  what  just  galls  me,  to  be 
honest  with  you.  But  go  ahead.  I  appreciate  it. 

Mr.  Herstad.  The  point  that  I  am  making  is  that  the  regulations 
are  volumes.  They  are  usually  for  the  14,000  employers  with  more 
than  500  employees  and  I  have  to  fit  a  square  peg  in  a  round  hole. 

So  the  way  that  I  do  it  is  that  I  read  a  lot  of  things.  I  get  flyers 
from  the  Minnesota  Auto  Dealers,  the  National  Auto  Dealers,  the 
Human  Resource  Bulletin  from  my  human  resource  manager,  my 
law  bulletin,  CPA  bulletins,  National  Truck  Equipment  Distribu- 
tors Association  bulletins,  Minnesota  Chamber  of  Commerce,  the 
Duluth  Chamber  of  Commerce,  my  banker  has  a  resource  that  I 
use,  our  insurance  company,  we  have  a  risk  management  service 
as  well  as  a  safety  consultant  that  we  have  in  twice  a  month.  We 
still  are  exposed  to  fines  and  penalties  just  for  having  one  of  the 
government's  employees  walk  through  our  front  door  to  review 
what  we  are  doing. 

This  is  one  of  the  biggest  irritants  in  trying  to  follow  the  regula- 
tions as  we  best  can,  is  that  we  turn  often  to  government  to  say, 
are  we  doing  it  right,  and  if  we  are  not,  they  penalize  us.  For  me, 
on  the  micro  issue  of  regulation,  I  really  think  it  should  be  made 
more  user-friendly,  and  that  is  where  I  felt  flexibility  could  come 
into  being. 

One  of  the  things  that  happened  to  us  the  other  day  is  that  my 
wife  heard  a  small  horror  story  that  somebody  had  been  inves- 
tigated by  the  INS,  the  Immigration  Service,  and  that  they  didn't 
have  the  necessary  documentation  in  their  files  on  each  employee 
that  had  been  hired  in  the  last  three  years  on  whether  they  were 
a  citizen  or  whether  they  were  a  legal  alien  or  a  foreign  alien,  and 
they  were  fined  $25  or  $50  a  person. 

liie  only  employee  we  have  hired  in  the  last  three  years  is  my 
stepson,  my  wife's  son,  so  she  dutifully  had  a  form  filled  out  by  my 
son,  whom  she  bore,  getting  his  driver's  license,  his  birth  certifi- 
cate, and  putting  it  in  our  file  so  just  in  case  we  are  audited  by 
the  Immigration  Service,  she  can  prove  that  she  did  do  the  docu- 
mentation. I  think  that  is  a  little  overkill,  but  my  wife  felt  that  un- 
easy that  she  would  do  that  with  her  own  son  to  avoid  the  possible 
penalty  if  they  came  in  the  front  door. 


60 

Yesterday,  I  was  given  a  bill  which  Senator  Shelby  is  going  to 
propose.  It  is  a  very  brief  bill,  but  he  calls  it  the  Small  Business 
Regulatory  Bill  of  Rights.  I  don't  know  if  you  have  even  heard  of 
it  yet,  at  this  point,  but  the  phraseology  in  this  bill,  in  my  opinion, 
would  help  to  a  great  deal  to  give  flexibility  to  small  business  in 
the  regulatory  process.  If  you  would  consider  this  bill  and  incor- 
porate it  in  what  you  are  talking  about,  it  would  really  solve  a  lot 
of  my  problems  and  what  I  am  testifying  about  today. 

If  you  would  allow  me.  Senator  Hatch,  I  would  like  to  somehow 
include  it  with  my  testimony  today,  because  I  really  felt  it  ad- 
dressed our  issue  beautifully. 

The  Chairman.  Without  objection,  it  will  be  included. 

Mr.  Herstad.  With  that,  I  would  like  to  thank  you.  Senator 
Hatch,  and  you.  Senator  Heflin,  for  having  us  in  and  giving  us  the 
opportunity  to  testify  thank  you. 

[The  prepared  statement  of  Mr.  Herstad  and  the  proposed  legis- 
lation of  Senator  Shelby  follows:] 

Prepared  Statement  of  Kelvin  R.  Herstad 

First  of  all  I'd  like  to  thank  you.  Mr.  Chairman  and  the  members  of  the  Commit- 
tee, for  inviting  me  to  testify  before  you  today  on  behalf  of  the  National  Federation 
of  Independent  Business.  My  company,  United  Truck  Body  Company,  Inc.,  was 
founded  in  1959  by  seven  individuals  who  had  been  laid  off  when  business  they 
worked  for  closed.  They  called  the  new  company  'United'  because  they  were  united 
in  wanting  a  job. 

I  joined  the  organization  in  1965.  We  built  truck  bodies,  bought  and  sold  equip- 
ment, and  distributed  school  buses,  new  and  used.  During  that  time,  we  hired  and 
fired  at  will.  Two  of  the  founders  were  fired  for  being  alcohoUcs.  We  increased  our 
work  force  up  to  more  than  20  employees.  We  retired  the  first  of  the  founders  when 
he  reached  retirement  age.  Retirement  wasn't  much  more  than  going  on  Social  Secu- 
rity. 

By  contrast,  today  we  have  eight  full-time  employees,  one  part-time,  and  one  tem- 
porary employee.  Four  of  the  employees  include  myself,  my  wife,  her  son,  and  my 
daughter.  We  are  now  a  true  mom  and  pop  business  with  five  non-related  employees 
and  one  non-employee  in  the  temp  position. 

Why  the  reduction  in  the  work  force?  There  are  several  reasons,  but  one  of  the 
principle  reasons  is  the  growth  of  governmental  regulation  that  literadly  exploded 
onto  the  scene  during  the  late  1970's  and  1980's.  That,  coupled  with  the  product  li- 
ability crisis  during  the  late  70's  prompted  us  to  discontinue  the  manufacture  of 
truck  bodies.  We  got  out  of  the  high  risk  products,  like  utilities  serial  devices  and 
garbage  packers. 

As  regidations  came  from  Washington  it  seemed  every  time  we  turned  around, 
there  were  more  reasons  for  our  insurance  carrier  to  question  what  we  did. 

Our  first  big  regulator  was  the  Department  of  Transportation.  Because  we  manu- 
factured truck  bodies  we  became  a  "manufacturer  of  motor  vehicles"  in  the  eyes  of 
DOT  right  along  with  General  Motors,  Ford,  and  Chrysler.  We  were  subject  to  the 
same  testing  certifying,  tracking,  and  recalling  provisions  of  the  DOT  regulations 
that  the  big  three  were.  We  didn't  have  the  resources  of  technology  to  do  that,  so 
we  quit  building  bodies.  However,  we  still  are  subject  to  these  regulations  today  be- 
cause we  stiU  install  bodies  on  new  truck  chassis. 

I  could  go  on  and  on  about  regulations  and  laws  affecting  my  business  but  first 
I'd  like  to  list,  as  many  as  1  can,  the  federal  regulations  and  forms  we  must  comply 
with  or  create  paper  on. 

Taxes:  Collect  and  pay:  Federal  withholding,  FICA  taxes,  FUTA  taxes,  Federal  ex- 
cise taxes  on  truck  equipment/bodies  installed  on  vehicles  weighting  over  33,000 
Gross  Vehicle  Weight,  Corporate  profit  taxes. 

Forms  to  file:  Quarterly  tax  reports,  W-2s:  1099  Int;  W-4,  Report  on  any  cash 
transaction  over  $10,000,  report  on  any  suspicious  cash  transaction  regardless  of  the 
amount,  5500C/R  for  Age  based  profit  share  plan. 

Labor  law. — Minimimi  records  we  have  to  keep  on  employees:  Employee  name, 
home  address,  occupation,  sex  and  date  of  birth  (if  under  age  19),  hour  and  day 
when  work  week  begins,  total  hours  worked  each  work  day  and  each  work  week. 
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Total  daily  or  weekly  straight-time  earnings:  Regular  hourly  pay  rate  for  any 
week  when  overtime  is  worked,  total  overtime  pay  for  the  work  week,  deductions 
from  or  additions  to  wages,  total  wages  paid  each  pay  period,  date  of  payment  and 
pay  period  covered. 

Separate  file  for  truck  drivers  (driver  qualification  file):  Application  for  employ- 
ment, employment  eligibility  verification,  certification  of  compliance,  request  for 
check  of  driving  record,  request  for  information  from  previous  employer,  record  of 
road  test,  certificate  of  road  test,  written  examination,  answer  to  written  examina- 
tion, certificate  of  written  exsimination  form  (expiration  date),  driver's  data  sheet, 
record  of  violations,  annual  review  of  driving  record,  notice  of  disqualification,  pock- 
et cards  for  driver. 

Must  be  familiar  with  unemployment  laws  and  notification  reqviirements  when  an 
employee  is  laid  off,  quits,  or  is  terminated. 

Must  be  aware  of  and  comply  with  the  following  labor  laws:  Employee  must  be 
18  years  or  older  (21  to  drive),  cannot  violate  the  employees  "protected  concerted 
activities"  and  other  employee  rights  which  included:  Labor  organizing,  reporting 
OSHA  violations,  reporting  labor  law  violations,  cannot  conduct  or  have  conducted 
polygraphs  on  employees,  know  prohibited  questions  which  cannot  be  asked  in  inter- 
viewing a  prospective  employee. 

Civil  rights. — Various  laws  govern. 

Civil  Rights  Act. 

Age  Discrimination  in  Employment  Act  (employers  with  more  than  20  employees). 

The  Rehabilitation  Act  of  1973  (applies  to  any  employer  who  receives  federal  fi- 
nancial assistance). 

ADA-Public  Accommodation  and  Employment  Provisions — 

To  comply  a  business  must  (1)  remove  barriers,  or  (2)  provide  alternatives  to  re- 
moval of  barriers. 

Justice  Department  administers  customer  access  provisions. 

EEOC  administers  employment  standards  for  businesses  with  more  than  15  em- 
ployees. Courts  may  award  money  damages  and  civil  penalties  up  to  $50,000  on  first 
violation  and  $100,000  on  subsequent  violations. 

Immigration  law  compliance. — The  employer  must  attest  under  penalty  of  perjury 
on  Form  1-9,  Employment  Eligibility  Verification,  that  it  has  verified  a  prospective 
employee  is  authorized  to  work  in  this  country  or  is  a  citizen.  Must  keep  form  for 
3  years  fi-om  date  of  hire.  (Penalties  from  $100  to  $10,000.) 

OSHA  responsibilities: 

Must  furnish  to  employees  conditions  of  employment  that  are  fi^ee  ft-om  recognized 
haizards  that  are  causing  or  are  likely  to  cause  death  or  serious  injury. 

Must  post  the  Occupational  Safety  and  Health  Protection  on  the  Job  poster  in 
places  of  employment. 

Must  provide  to  employees  all  necessary  protective  equipment  required  by  OSHA 
standards  at  no  cost  to  the  employee. 

Must  keep  and  maintain  a  log  of  injuries  and  illnesses  as  prescribed  in  OSHA  reg- 
ulations and  must  post  an  annual  summary  of  those  injuries  (OSHA  200  Form). 

Must  report  a  work  related  fataUty  within  24  hours  of  death.  (Penalties  include 
up  to  $1,000  per  off'ense;  up  to  $10,000  per  offense  for  willful  violations;  and  crimi- 
nal prosecution  for  repeated  and  wrongful  violation  of  OSHA  regulations  with  fines 
up  to  $250,000  and  up  to  six  months  in  jail  per  offense.) 

Employee  Right-To-Know  Act: 

Employers  must  evaluate  their  work  place  for  the  presence  of  hazardous  sub- 
stances, harmful  physical  agents,  and  infectious  agents  and  provide  training  to  em- 
ployees concerning  those  substances  or  agents  to  which  employees  may  be  exposed. 

Must  keep  material  safety  data  sheets  (MSDS)  on  all  chemicals  and  hazardous 
materials  as  reference  for  employees  and  to  be  used  in  training  employees  in  the 
use  of  them. 

Affirmative  Action  Requirements  for  Government  Contractors  (50  or  more  employ- 
ees). 

Federal  Employee  Retirement  Income  Security  Act  (ERISA). — Governs  pension 
plans  and  medical,  surgical,  sickness,  disability  and  death  benefits  plans  sponsored 
by  employers.  The  law  is  complex  and  technical,  requiring  outside  consultants  to 
help  administer  in  most  cases. 

Family  Leave  (50  or  more  employees). 

Walsh-Healey  Public  Contract  Act:  prevailing  wage  provisions  on  federal  govern- 
ment contracts.  Only  if  required  in  bid  specifications. 

Posting  Requirements:  Severed  posters  must  be  displayed  at  all  times  in  a  promi- 
nent place  for  employees  to  read.  They  are:  Fedr  Labor  Standairds,  Occupational 
Safety  and  Health  Act,  Unemployment  Compensation,  Minimum  Wage-Overtime- 
Child  Labor,  Polygraph,  Equal  Employment  Opportunity. 
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Wetland  Requirements  (to  fill  in  a  portion  of  our  property). — Permit  must  be  ob- 
tained from  U.S.  Army  Corps  of  Engineers. 

Ownership  of  Truck-Federal  Motor  Vehicle  Regulations: 

Must  have  DOT/Private  Carrier  number  for  fleet  (even  one  truck). 

Daily  inspection  of  truck.  Keep  form  for  a  specified  period  of  time. 

When  truck  is  driven.  dri"er  must  keep  a  concvu-rent  log  of  hours  and  miles  driv- 
en. Limits  are  placed  on  time  and  distance  driven  in  a  24  hour  period. 

New  regulations  require  stopping  every  two  hours  to  check  tires  of  vehicle. 

Drug  testing  of  driver  required  for  pre-employment,  bi-annually,  and  random 
yearly,  and  "for  cause"  including  accident. 

Environmental  Protection  Agency  Regulations: 

Air  and  emission  controls  from  any  air  duct  leaving  building  including  paint 
booth. 

If  the  business  has  a  dirt  parking  lot,  must  study  dust  generated  and  suppress 
if  above  certain  limits. 

Must  have  a  hazardous  waste  permit  if  generating  any  hazardous  waste. 

FEDERAL  ANTITRUST  LAWS 

My  wife  and  1  spent  several  hours  compiling  the  above  List  and  we  are  not  at  all 
sure  we  have  included  everything.  I  have  owned  part  or  all  of  United  Truck  Body 
Company,  Inc.,  for  30  years.  During  the  first  18  years  of  existence  we  had  no  contact 
with  employees  of  federal  agencies  other  than  one  or  two  federal  excise  tax  audits. 
Since  1987  it  has  been  much  different. 

In  1978,  we  were  cited  by  the  National  Labor  Relations  Boau-d  for  an  unfair  labor 
practice  involving  one  employee.  We  were  found  to  have  violated  his  "protected  con- 
certed activities  under  labor  law  because  I  was  unaware  of  some  of  the  nuances  of 
the  law.  We  paid  some  back  wages  as  a  result. 

In  1986,  we  were  one  of  several  hundred  businesses  and  other  entities  to  be  iden- 
tified by  the  Environmental  Protection  Agency  as  a  "potentially  responsible  party" 
in  a  Superfund  site  called  Arrowhead  Refinery,  Hermantown,  Minnesota.  This  went 
on  for  eight  years  and  cost  us  thousands  of  doUars  to  provide  records  and  pay  legal 
fees.  We  were  dropped  as  a  PRP  in  1990  or  1991. 

In  1989,  we  were  served  with  a  subpoena  by  the  Justice  Antitrust  Division,  re- 
questing all  of  our  school  bus  records.  They  requested  the  same  of  all  distributors 
in  Minnesot.a.  They  were  investigating  possible  price  fixing  in  the  school  bus  indus- 
try. We  just  got  our  records  back  last  November,  six  years  later  almost  to  the  day, 
with  a  letter  stating  Justice  was  closing  its  records  on  the  case. 

As  you  see,  we  were  found  to  be  not  at  fault  in  two  of  the  three  matters.  However, 
these  three  matters  cost  us  over  30  thousand  dollars  in  legal  fees,  countless  hours 
of  time,  and  much  anguish  worrying  over  them.  If  you  add  up  the  years  fi-om  1978 
to  the  present,  we  have  spent  more  of  those  years  under  investigation  by  one  or 
more  federal  agencies  than  years  we  haven't.  During  this  time  our  banker  was  cau- 
tious in  loaning  us  money,  our  insurance  carrier  chose  to  not  renew  our  policies,  and 
for  a  period  of  time  we  carried  reduced  coverage  through  an  assigned  risk  pool  pro- 
vided by  the  State  of  Minnesota.  I  want  to  point  out  that  I  have  never  intentionally 
violated  any  federal  law.  However,  with  this  load  of  federal  regulations,  it  shouldn't 
come  as  a  surprise  that  we  were  cited  for  making  one  unintentional  error.  However, 
the  bulk  of  our  time  under  federal  investigation  turned  out  to  prove  we  had  done 
nothing  illegal. 

Today,  I  operate  my  business  in  a  defensive  mode.  I  maintain  a  work  force  at  or 
below  ten  employees  total,  fuU  and  part-time.  I  do  this  to  minimize  my  risk  of  liabil- 
ity should  I  inadvertently  violate  some  regulation.  OSHA  paper  work  requirements 
are  exempted  at  10  or  fewer  employees.  We  still  maintain  the  paperwork  but  we 
won't  be  fined  if  we  accidently  forget  something. 

Our  people  work  as  much  overtime  as  they  want.  If  we  get  too  much  business, 
we  become  selective  in  what  we  take  in.  My  wife  and  I  work  sixty  to  seventy  hours 
a  week;  my  daughter  fifty  or  more  hours  a  week. 

Earlier,  I  mentioned  my  business  being  categorized  with  GM,  Ford,  Chrysler  as 
a  "motor  vehicle  manufacturer".  Federal  agencies  do  this  repeatedly;  they  lump  all 
businesses  regardless  of  size  into  one  category. 

The  most  recent  example  is  the  regulations  promulgated  to  regulate  trucks  oper- 
ated in  interstate  commerce.  I  listed  under  Labor  above  the  separate  records  I  must 
keep  in  a  separate  employee  file  for  everyone  who  drives  our  truck.  I  do  not  have 
a  full-time  driver.  Two  of  our  employees  drive  as  needed.  The  truck  pulls  a  trailer 
which  we  use  to  go  to  factories  in  Southern  Minnesota,  Iowa,  and  Illinois.  We  make 
about  six  trips  a  year.  We  use  the  truck,  without  the  trailer,  for  deliveries  within 
a  one  hundred  fifty  mile  radius  of  Duluth. 
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We  have  to  keep  the  same  records  big  trucking  firms  do.  It  is  sort  of  like  putting 
a  round  peg  in  a  square  hole.  We  don't  operate  like  a  large  trucking  company.  We 
use  a  truck  as  an  incidental  part  of  our  business.  Yet,  we  have  to  comply  with  the 
same  regulations  as  a  trucking  company  to  use  one  truck. 

I  am  chair  of  Minnesota's  delegation  to  the  White  House  Conference  on  Small 
Business  which  will  convene  here  in  Washington  this  coming  June  11th  through  the 
15th.  Our  delegation  has  been  meeting  monthly  since  last  August.  We  have  a  di- 
verse delegation  with  women  and  minorities  making  up  the  42  percent  of  the  total. 
In  1986,  I  was  also  a  delegate.  The  '86  delegation  was  much  less  diverse,  yet  minor- 
ity and  women's  issues  were  a  high  priority.  This  year,  that  isn't  the  case.  Everyone 
is  in  the  same  boat  and  the  high  priorities  sire  regulation  and  paperwork,  taxation, 
and  human  capital. 

Horror  stories  are  more  common  this  year.  Last  time,  most  of  the  horror  stories 
concerned  Superfiind  cleanup.  This  time  it  runs  the  whole  spectrum  of  government 
regulation.  Wendell  Maddox,  President  of  ION  Electronics,  Hopking,  Minnesota, 
tells  the  story  of  bidding  on  the  one  and  only  "set  aside"  government  contract  he 
ever  bid  on  and  being  taken  to  court  for  overcharging  the  government.  He  spent 
over  two  years  defending  himself  in  a  southern  jurisdiction,  was  found  not  guilty 
by  a  jury,  but  was  forced  out  of  business  in  the  meantime. 

He  has  more  gumption  than  I  would  have  had.  He  started  all  over  again,  and 
today  has  90  employees.  He  still  bids  on  government  contracts  but  stays  away  from 
"set  aside"  contracts. 

Today,  it  doesn't  matter  whether  one  is  a  white  male,  a  woman,  or  a  minority, 
if  you  are  in  business,  your  common  concern  in  too  much  government! 

Mr.  Chairman,  members  of  the  committee,  I'm  concerned  about  my  stepson  and 
daughter  being  able  to  continue  in  the  business  I  have  enjoyed  working  in  the  last 
30  years.  If  the  present  trend  continues  I  can  foresee  federal  agencies,  pressed  for 
revenues  under  budget  constraints,  turning  to  regulatory  enforcement  and  accom- 
panying fines  as  a  way  to  justify  their  existence  and  increase  revenues.  Small  busi- 
ness doesn't  have  the  resources  to  fight  big  government. 

The  purpose  of  my  testimony  was  to  give  you  a  clear  example  of  what  it  is  like 
to  try  to  run  a  business  in  today's  regulatory  jungle.  As  a  small  business  owner, 
I'm  forced  to  run  my  business  like  GM.  My  wife  and  I  try  to  do  the  best  we  can 
for  our  employees  and  our  business,  but  government  regulation  takes  so  much  time 
and  money  that  we  must  make  choices  that  keep  our  business  from  growing  and 
employing  even  more  people. 

This  committee  has  jurisdiction  over  a  very  important  reform  that  could  help  me 
and  thousands  of  small  businesses  across  this  country.  The  Regulatory  Flexibility 
Act  became  law  in  1981;  its  purpose  was  to  ensure  that  agencies  take  into  account 
the  special  needs  of  small  business  during  the  rulemaking  process  and  to  reduce  the 
burdens  on  small  business  wherever  possible.  However,  because  judicisd  review  was 
not  permitted  by  the  Reg-Flex  Act,  small  businesses  like  mine  have  had  no  relief 
from  the  federal  government's  insatiable  need  to  overregulate. 

I  am  no  expert  on  Reg-Flex  and  judicial  review,  but  it  should  be  apparent  to  any- 
one that  if  bureaucrats  feel  no  impact  of  ignoring  their  legad  obligations  under  Reg- 
Flex,  it  is  not  surprising  that  I  and  other  business  owners  are  drowning  in  a  sea 
of  regulations.  Effective  judicial  review  can  change  that.  If  agencies  have  not  pre- 
pared a  small  business  analysis  or  have  not  done  it  correctly,  they  should  be  chal- 
lenged to  do  so. 

Judicial  review  under  Reg-Flex  is  no  panacea,  but  if  the  government  loses  a  few 
cases,  agencies  will  begin  to  understand  that  they  cannot  simply  ignore  a  law 
passed  by  Congress.  Judicial  review  isn't  likely  to  mean  an  avalanche  of  new  law- 
suits. Businesses  like  mine  simply  can't  afford  the  time  and  money  to  chadlenge  the 
government  even  once  let  alone  on  a  regular  basis.  And  besides,  that's  not  the  point. 
Small  business  owners  want  the  government  to  pay  attention  to  the  needs  of  small 
business  when  regulations  are  first  developed,  not  after  they've  inflicted  chaos  on 
our  businesses. 

I  hope  you  will  work  closely  with  the  National  Federation  of  Independent  Busi- 
ness to  ensure  that  the  Regulatory  Flexibility  Act  becomes  a  useful  tool  in  keeping 
regulations  manageable  for  small  businesses. 

I'm  hopeful  that  whatever  reform  is  passed,  it  wiU  be  true  reform.  At  the  present 
time,  my  feehngs  are  that  at  any  time,  one  or  more  federal  employees  can  walk  into 
my  business  and  cause  me  so  much  difficulty  that  in  effect  they  could  shut  down 
my  business.  This  may  not  be  true  in  fact,  but  it  is  the  feeUng  I  have. 

I  would  like  to  lose  that  feeUng.  Hopefully,  the  results  of  your  enactment  of  regu- 
latory reform  will  help  change  my  feelings  and  the  feelings  of  many  small  business 
owners. 

Again,  thank  you  for  the  opportunity  to  testify  before  the  committee  today. 
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104th  congress 
1st  Session 


s. 


IN  THE  SENATE  OF  THE  UNITED  STATES 


V    Mr.  Shelby  hitroduced  the  following  bill;  which  was  read  twice  and  referred 
1o  the  Committee  on      


A  BILL 

To  protect  the  rights  of  small  entities  subject  to  investigative 
or  enforcement  action  by  agencies,  and  for  other  purposes. 

1  Be  it  enacted  by  tlie  Senate  and  House  of  Representa- 

2  tives  of  the  United  States  of  America  in  Congress  assembled, 

3  SECTION  1.  SHORT  TITLE. 

4  This  Act  may  be  cited  as  the  "Small  Business  Regu- 

5  latory  Bill  of  Rights  Act" . 

6  SEC.  2.  SMALL  BUSINESS  REGULATORY  BILL  OF  RIGHTS. 

7  (a)    In    General. — Chapter   5    of  title    5,    United 

8  States  Code,  is  amended  by  adding  at  the  end  the  follow- 

9  ing  new  subchapter: 
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1  ''SUBCHAPTER  VI— SMALL  BUSINESS 

2  REGULATORY  BILL  OF  RIGHTS 

3  "§  597.  Definition 

4  "For  purposes  of  tliis  subchapter,  the  term  'small  en- 

5  tity'  has  the  same  meaning  given  such  term  in  section 

6  601(6). 

7  "§  597a.  Rights  of  small  entities  prior  to  enforcement 

8  action 

9  "Except  as  provided  in  section  597d,  each  agency 

10  shall  ensure  that  its  regulatory  enforcement  progi'am  in- 

1 1  eludes — 

12  "(1)   a  no-fault  compHance   audit  program  in 

13  which  no  penalties  may  be  assessed  against  a  smaU 

14  entity  upon  voluntaiy  apphcation  by  the  entity  to 

15  the  agency  or  a  heensed  private  sector  entity  for  a 

16  compliance  audit; 

17  "(2)   a  pubhcized,   coherent  compliance  assist- 

18  ance  program  available  to  regulated  small  entities 

19  under  the  agency's  jurisdiction  that  provides  tech- 

20  nical    and    other    comphance    related    assistance    to 

21  small  entities  upon  request  of  a  small  entity; 

22  "(3)  a  method  to  enforce  regulations  in  a  uni- 

23  form,  consistent,  and  nonarbitrary  manner  nation- 

24  wide;  and 
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1  "(4)  an  abatement  period  of  not  less  than  60 

2  days  to  allow  the  small  entity  to  correct  any  viola- 

3  tions  before  a  penalty  is  assessed. 

4  "§597b.  Rights  during  investigative  or  enforcement 

5  action 

6  "Except  as  pro\aded  in  section  597d,  each  small  en- 

7  tity  that  is  the  subject  of  a  Federal  investigative  or  en- 

8  forcement  action  shall,  upon  the  initiation  of  an  inspec- 

9  tion,  investigation,  or  other  official  proceeding  directed 

10  against  the  person,  have  the  right — 

11  "(1)   to  be  provided  access  to  all  information 

12  gathered  on  the  entity  by  Government  officials  on  a 

13  timely  basis; 

14  "(2)  to  remain  silent; 

15  "(3)  to  be  advised  as  to  whether  the  person  or 

16  entity  has  a  right  to  a  warrant; 

17  "(4)  to  be  warned  that  statements  can  be  used 

18  against  the  small  entity  and  representatives  of  the 

19  small  entity; 

20  "(5)  to  have  an  attorney  or  accountant  present; 

21  "(6)  to  be  informed  as  to  the  scope  and  purpose 

22  of  the  agency  action; 

23  "(7)  to  be  present  at  the  inspection,  investiga- 

24  tion,  or  proceeding;  and 
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1  "(8)  to  be  free  of  unreasonable  seizures  of  prop- 

2  erty  or  assets. 

3  "§  597c.  Rights  after  investigative  or  enforcement  ac- 

4  tion 

5  "Except  as  provided  in  section  597d,  each  small  en- 

6  tity  that  has  been  found  in  violation  of  a  regulation  and 

7  was  subject  to  an  enforcement  action  or  penalty  shall  have 

8  the  right — 

9  "(1)  to  be  free  from  inspections  for  180  days 

10  after  the  date  on  wliich  the  small  entity  obtains  cer- 

1 1  tification  from  the  agency  that  the  small  entity  is  in 

12  comphance  with  the  regulation; 

13  "(2)  to  have  abihty  to  pay  factored  into  the  as- 

14  sessment  of  penalties  through  flexible  payment  plans 

15  with  reduced  installments  that  reflect  the  entity's 

16  long-term  ability  to  pay  (taking  into  account  cash- 

17  flow  and  long-term  profitabihty);  and 

18  "(3)  to  not  have  fines  paid  be  used  to  finance 

19  the  inspecting  agency,  but  instead  credited  to  the 

20  General  Treasury  of  the  United  States,  to  be  used 

21  for  reduction  of  the  Federal  deficit. 

22  "§  597d.  Exceptions  and  limitation 

23  "(a)  A  provision  of  this  subchapter  shall  not  apply 

24  if  comphance  with  such  provision  would — 
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5 

1  "(1)  substantially  delay  responding  to  an  immi- 

2  nent  danger  to  person  or  property;  or 

3  "(2)    substantially   or   unreasonably   impede   a 

4  criminal  investigation, 

5  *'(b)  A  small  entity  shall  not  be  entitled  to  the  benefit 

6  of  a   no-fault  comphance   audit  program  under  section 

7  597a(l)  regarding  a  particular  enforcement  issue  for  60 

8  days  after  the  entity  has  had  an  agency-initiated  contact 

9  regarding  such  issue.". 

10  (b)    Technical    Ajveendment. — The    analysis    for 

1 1  chapter  5  of  title  5,  United  States  Code,  is  amended  by 

12  adding  at  the  end  the  following: 

"SUBCIL\PTER  \1— SMALL  BUSINESS  REGULATORY  BILL  OF 
RIGHTS 

"Sec. 

"597.  Definition. 

"597a.  Rights  of  small  entities  prior  to  enforcement  action. 

"597b.  Rights  during  investigative  or  enforcement  action. 

"597c.  Rights  after  investigative  or  enforcement  action. 

"597d.  Exceptions  and  limitation.". 

1 3  SEC.  3.  INSTRUCTIONS  AND  AGENCY  RULES. 

14  (a)  Effective  Date. — The  amendment  made  by 

15  section  2  shall  take  effect  not  later  than  January  1,  1999. 

16  (b)  Reports. — The  Director  of  the  Office  of  Man- 

17  agement  and  Budget  shall  submit  an  annual  report  to 

18  Congress  on  the  progi'ess  of  the  agencies  in  complying 

19  with  this  Act  and  the  amendments  made  by  this  Act. 
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The  Chairman.  Thank  you  so  much.  We  are  reedly  honored  to 
have  you  testifying. 

Our  third,  and  last  but  not  least,  witness  is  Philip  K.  Howard, 
who  wrote  this  best-selling  book  entitled  The  Death  of  Common 
Sense.  I  want  to  commend  you  for  this  book.  I  think  it  took  a  lot 
of  effort  and  a  lot  of  thought,  but  I  think  it  is  getting  people  all 
over  America  really  concerned  about  the  offense  of  so  much  regula- 
tion that  really  doesn't  work,  that  is  costing  us  billions  of  unneces- 
sary dollars,  and  is  just  eating  us  all  alive.  At  the  same  time,  as 
you  can  see.  Senators  here  are  concerned  that  we  have  reasonable 
regulations  that  will  help  protect  us. 

I  might  also  mention  another  book  that  a  lot  of  people  don't  know 
about,  but  it  is  Stephen  Breyer's  book,  Breaking  the  Vicious  Circle, 
which  is  along  the  same  lines.  Of  course,  Stephen  Breyer  is  now 
on  the  Supreme  Court  of  the  United  States  of  America,  our  latest 
Justice. 

These  two  books,  I  really  believe,  are  books  that  everybody  in  our 
society  ought  to  read.  In  the  case  of  Justice  Breyer,  it  is  not  par- 
ticularly easy  to  read,  but  it  is  important.  In  your  case,  Mr.  How- 
ard, it  is  a  very  articulate  and  very  impressive  book,  but  it  is  easy 
to  read.  Both  are  very  important. 

We  will  now  turn  to  you  and  we  look  forward  to  your  testimony. 

STATEMENT  OF  PHILIP  K.  HOWARD 

Mr.  Howard.  I  appreciate  the  opportunity  to  appear  before  you, 
Mr.  Chairman.  I  don't  wish  to  read  my  remarks,  so  if  I  could  have 
them  entered  into  the  record,  I  would  appreciate  it. 

The  Chairman.  Without  objection. 

Mr.  Howard.  I  appear  as  a  citizen  who  has  spent  the  last  several 
years  talking  to  citizens  around  the  country  like  Mr.  Herstad,  like 
Dr.  Morris,  and  also  talking  to  bureaucrats  and  talking  to  political 
leaders  of  both  sides.  I  had  a  long  discussion  with  the  President 
yesterday  on  the  issues  in  this  bill  and  I  have  had  the  honor  of 
working  with  Senator  Dole  and  his  staff  on  this  bill,  as  well. 

I  am  convinced  that  neither  party  is  far  apart.  Their  goals  are 
almost  exactly  the  same.  I  think  there  are  disagreements  in  imple- 
mentation, but  just  as  the  American  citizens  are  demanding  com- 
mon sense  in  government  to  resolve  the  kinds  of  problems  that  Mr. 
Herstad  was  talking  about  and  you,  Mr.  Chairman,  were  discuss- 
ing, so,  too,  I  would  urge  the  Congress  and  the  administration  to 
exercise  common  sense  in  getting  together  more  quickly  because 
Americans  clearly  want  regulatory  reform.  I  believe  it  is  absolutely 
at  the  top  of  their  agenda.  In  hearing  testimony  this  morning  and 
in  talking  with  the  leaders  of  both  your  parties,  I  don't  think  you 
are  very  far  apart. 

Cost4)enerit  analysis  has  been  elevated  into  an  issue  that  it  is 
not.  I  think  Senator  Heflin  was  getting  to  this.  It  is,  I  think,  per- 
haps the  best  vocabulary  for  addressing  complex  regulatory  issues. 
Too  often,  rules  have  been  passed  without  any  sense  of  their  cost 
and  without  any  sense  that  for  $1  billion  spent  on  one  regulation, 
that  is  $1  billion  that  can't  be  spent  to  protect  some  other  impor- 
tant public  good. 

We  should  never  suffer  the  illusion,  however,  that  cost/benefit 
analysis  is  an  objective,  scientific  process.  It  involves  science,  but 
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my  first  job  as  a  young  man  was  working  at  the  Oak  Ridge  Na- 
tional Laboratory  with  two  Nobel  Prize  winners,  and  the  first  thing 
I  learned  from  them  is  that  science  itself  involves  values.  Moreover, 
many  public  goals,  as  you  have  stated,  clear  air,  educating  disabled 
children,  are  very  difficult  to  value  in  economic  terms. 

It  is  because  that  cost/benefit  analysis,  while  important  as  a 
frame  of  reference,  always  involves  value  judgments  that  I  urge  the 
Senate  to  consider  paring  back  the  administrative  requirements, 
not  merely  in  S.  343  but  in  the  Administrative  Procedures  Act  as 
well,  to  allow  agencies  to  make  their  best  judgments  and  analysis, 
as  required  by  S.  343,  but  without  more  hearings  and  without  peer 
review  and  other  procedures,  and  then,  as  I  will  mention  in  a  sec- 
ond, have  more  effective  oversight  over  the  agencies. 

Less  procedure,  for  the  reasons  that  both  Dr.  Morris  and  Mr. 
Herstad  have  alluded  to,  is  vital  for  regulatory  reform.  It  is  scan- 
dalous that  it  takes  the  FDA  seven  years  to  pass  a  rule  and  that 
over  a  decade  goes  by  before  new  drugs  are  approved.  It  is  even 
more  of  a  scandal  that  decades  go  by  without  decisions  on  poten- 
tially harmful  pesticides. 

Further,  to  reiterate  what  Senator  Dole  said  last  week,  it  is  im- 
portant always  to  remember  that  the  crisis  of  American  regulation 
is  not  dealing  with  the  new  ones  but  dealing  with  the  100  million 
words  of  old  ones.  If  we  continue  to  have  the  procedural  burden  on 
agencies  that  we  have  now  and  if  we  impose  even  further  proce- 
dural burdens  on  them  that  make  it  difHcult  for  them  to  make  the 
judgments  that  you  want  them  to  make,  we  will  never  be  able  to 
move  the  heavy  weight  of  law  that  I  believe  is  crushing  the  Amer- 
ican spirit,  and  I  know,  from  talking  to  people  around  the  country, 
is  wasting  hundreds  of  millions  of  dollars  in  this  country. 

I  want  to  refer  to  one  other  point  of  S.  343  that  I  think  is  very 
important  and  holds  the  promise  of  Congress  taking  back  the  re- 
sponsibility that  I  think  is  rightfully  yours  and  that  has  been  lost, 
and  that  is  the  45-day  waiting  period  before  rules  become  effective 
to  give  Congress  a  chance  to  change  them. 

That  period  should  be  used  as  a  period  in  which  Congress  can 
look  at  controversial  rules,  second-guess  them,  and  reject  them. 
These  policy  decisions  are  supposed  to  reside  on  Capitol  Hill,  ulti- 
mately, not  merely  in  the  agencies. 

And  on  the  subject  of  judicial  review,  I  believe  that  can  offer  a 
second  layer  of  hindsight.  I  think  the  proposal  of  S.  343  to  have  it 
focus  on  the  substance  of  the  decision,  for  example,  whether  the 
benefits  outweigh  the  costs,  or  stated  as  Senator  Thompson  stated 
it,  that  a  rule  reasonably  addresses  a  perceived  public  problem, 
that  kind  of  review  is  far  more  honest  than  a  review  that  always 
focuses  on  elusive  notions  of  procedural  fairness  and  proceedings 
that  go  on  for  years. 

So,  in  summary,  and  my  time  is  up,  I  think  that  there  are  salu- 
tary directives  in  this  proposed  bill.  I  urge  the  Senate  to  look  at 
paring  back  the  process  so  that  both  the  Congress  and  the  agencies 
have  to  take  more  responsibility.  Most  of  all,  I  urge  Congress  and 
the  administration  to  move  more  quickly  to  arrive  at  the  common 
ground,  because  the  American  people  want  it  and  they  want  it  now. 

[The  prepared  statement  of  Mr.  Howard  follows:] 
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Prepared  Statement  of  Philip  K.  Howard 

Americans  are  demanding  regulatory  reform.  After  several  months  of  traveling 
around  the  country,  talking  with  citizens  and  working  with  politicians  of  both  par- 
ties, I  believe  Americans  Eire  not  very  interested  in  the  ideologies  of  the  right  or  the 
left.  Americans  want  a  government  that  can  approach  problems  sensibly,  where  offi- 
cials have  to  look  us  in  the  eye  and  explain  why  a  decision  makes  sense.  Americans 
want  leaders  at  every  level  who  will  take  responsibility,  and  not  hide  behind  a  huge 
mountain  of  laws  and  rules  that  are  too  dense  to  be  knowable,  and  so  detailed  that 
they  frequently  require  the  wrong  result. 

I  greatly  appreciate  the  invitation  to  appear  before  the  Committee  today  to  testify 
on  S.  343.  I  do  so  as  a  citizen,  in  support  of  moving  regulatory  reform  forward.  I 
came  to  write  my  book,  The  Death  of  Common  Sense,  after  two  decades  of  increasing 
frustration  trying  to  be  a  responsible  citizen.  For  me,  the  finad  straw  was  a  con- 
versation on  a  hot  August  day  in  1991  with  an  elderly  woman  in  public  housing  who 
could  not  find  a  bureaucrat  who  could  get  her  refrigerator  fixed.  Her  frustration  was 
almost  identical  to  that  of  business  leaders  unable  to  get  a  sensible  response  from 
regulators.  On  that  day  I  reahzed  that,  rich  or  poor,  government  had  almost  com- 
pletely divorced  itself  from  the  citizens  it  supposedly  serves.  I  suspected  that  there 
was  some  deep  flaw  in  the  way  government  works,  and  I  set  out  to  find  it.  As  I 
looked  around,  I  saw  that  all  the  important  institutions  of  our  Uves — schools,  hos- 
pitals, offices,  factories,  government  itself— had  come  under  a  dark  legal  shadow 
that  prevented  people  from  achieving  their  private  ambitions  and  also  from  satisfy- 
ing our  public  goals.  I  wrote  the  book  to  explain  why  our  modem  system  of  govern- 
ment frustrates  and  angers  practically  every  citizen. 

I  applaud  the  initiative  in  the  proposed  bill.  I  do  not  have  the  time,  Mr.  Chair- 
man, to  comment  on  all  the  different  sections  of  S.  343,  but  would  like  to  address 
three  basic  points. 

1.  Cost-benefit  analysis  is  probably  the  best  vocabulary  for  evaluating  complex 
federal  regulation.  Every  benefit  involves  a  cost,  and  every  cost  represents  a  fore- 
gone opportunity  in  some  other  area.  For  example,  protection  of  an  endangered  spe- 
cies and  education  of  disabled  children  are  salutary  goals,  which  I  support.  We 
should  know,  however,  that  if  a  regulation  costs  $1  biUion,  that  is  $1  billion  not 
available  for  other  pubUc  goals.  Too  often,  broad  rules  have  been  written  without 
regard  to  the  costs  and  without  any  facility  to  allow  officials  to  draw  the  line  and 
make  sensible  compromises. 

While  cost-benefit  analysis  is  important,  we  should  not  suffer  the  illusion  that 
cost-benefit  analysis  is  an  objective,  scientific  process.  Science  itself  involves  value 
judgments,  and  many  important  public  goals — whether  clean  air  or  education  of  dis- 
abled children — aire  difficult  to  vaJue  in  economic  terms. 

It  is  because  cost-benefit  analysis  inevitably  involves  value  judgments  that  I 
would  encourage  the  Senate  to  consider  paring  back  the  administrative  procedures 
for  making  and  changing  rules.  Let  the  agency  make  its  best  judgments  and  analy- 
sis as  required  by  S.  343,  but  without  more  hearings,  peer  review  or  other  proce- 
dures. And  then,  as  we  will  discuss  shortly,  provide  for  effective  oversight. 

Less  procedure  is  vital  for  regulatory  reform.  First,  it  is  almost  scandalous  that 
it  takes  seven  years  for  the  FDA  to  pass  a  rule,  or  that  decades  go  by  without  deci- 
sions on  potentially  harmful  pesticides.  Second,  to  reiterate  what  Senator  Dole  said 
last  week,  it  is  important  to  remember  that  the  crisis  of  American  regulation  is  not 
dealing  with  the  new  regulations  but  making  sense  of  the  nuUions  of  words  of  old 
regulations.  The  more  process,  the  harder  it  is  to  remove  the  heavy  weight  of  law 
that  is  crushing  the  American  spirit.  To  quote  Antonin  ScaHa  before  he  became  Jus- 
tice, the  "executive  enfeebling  measures"  of  modem  procedures  "do  not  specifically 
deter  regulation.  What  they  deter  is  change,"  including  "change  by  dissolving  the 
encrusted  regulations  of  past  decades."  FDR  had  the  same  thought  in  mind  when 
he  said  "It  is  common  sense  to  take  a  method  and  try  it."  Trying  something,  how- 
ever, is  nearly  impossible  in  bureaucracies  mired  down  in  process. 

2.  Now  I  come  to  a  second  portion  of  S.  343,  which  I  believe  holds  the  promise 
for  Congress  taking  back  the  responsibiUty  that  rightfully  is  yours.  I  refer  to  the 
45-day  waiting  period  before  rules  are  effective,  to  give  Congress  a  chance  to  reject 
or  modify  them. 

The  main  control  over  agencies  should  be  oversight  by  Congress,  not  endless  pro- 
cedure or  appeals  to  courts  over  procedural  nit-picks.  Policy  decisions  are  supposed 
to  reside  with  the  legislature.  I  would  also  encourage  Congress  to  limit  judicial  re- 
view, and,  as  provided  in  S.  343,  have  it  focus  on  the  substance  of  the  decision.  It 
is  far  more  honest  to  let  the  courts  decide  whether  the  agency  has  made  out  a  case 
that  the  benefits  outweigh  the  costs — or  stated  differently,  that  a  rule  reasonably 
addresses  a  perceived  public  problem — rather  than  always  focusing  on  elusive  no- 
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tions  of  procedural  fairness  in  proceedings  that  go  on  for  years.  Let  judicial  review 
happen  once,  and  let  it  review  substance. 

3.  I  am  convinced  that,  to  the  extent  there  are  differences  among  Americans,  it 
is  only  10"^  of  either  side  center.  I  also  believe  that  leaders  of  both  the  right  and 
the  left  have  much  common  ground  on  regulatory  reform,  and  the  initiatives  of  S. 
343  need  not  be  inconsistent  with  the  goals  of  the  President's  ongoing  National  Per- 
formance Review.  Americans  are  interested  in  results.  They  want  reform  now,  and 
they  want  it  to  result  in  a  government  that  is  responsible  and  sensible.  S.  343,  with 
its  proposals  for  cost-benefit  analysis  and  congressional  oversight,  provides  impor- 
tant reforms  toward  that  goal. 

Thank  you  again,  Mr.  Chairman,  for  the  opportunity  to  testify. 

The  Chairman.  Thank  you.  We  appreciate  the  testimony  of  all 
three  of  you. 

I  am  going  to  keep  the  record  open  until  Wednesday,  so  any 
questions  that  need  to  be  submitted  to  the  witnesses  should  be  sub- 
mitted by  Monday  noon.  We  hope  that  you  will  answer  them,  if  you 
get  any  questions  in  writing. 

I  think  your  testimony  has  been  excellent,  all  three  of  you. 

Senator  Heflin,  do  you  have  any  questions? 

Senator  Heflin.  I  know  you  want  to  finish  by  12:00,  so  I  won't 
take  much  time.  I  don't  understand  exactly  your  position  on  peer 
review.  Would  you  explain  that  a  little  bit  more? 

Mr.  Howard.  Yes,  sir.  I  think  that  if  you  add  requirements  of 
peer  review  to  second-guess  the  agency's  cost/benefit  analysis  be- 
fore the  agency  makes  the  analysis,  you  potentially  give  room  for 
more  litigation  and  you  certainly  add  months,  and  perhaps  years, 
to  the  process. 

I  think  if  Congress  doesn't  trust  or  doesn't  believe  that  the  analy- 
sis of  an  agency  is  complete,  that  the  Congress  should  itself  initiate 
its  own  panel  or  another  agency  to  review  the  findings  of  the  agen- 
cy. There  was  a  chart  in  the  New  York  Times  a  few  weeks  ago 
which  showed  the  number  of  steps  required  for  an  agency  to  pass 
a  rule.  To  add  yet  more  steps  and  yet  more  years  to  the  process 
is  the  opposite  of  the  kind  of  responsiveness,  flexibility,  and  respon- 
sibility I  think  that  the  other  two  witnesses  were  talking  about. 

Senator  Heflin.  Most  of  the  peer  review  that  I  see  in  the  bill 
deals  with  risk  assessment,  as  to  an  industry  or  something  that  is 
separate  and  apart,  we  will  say.  I  didn't  hear  all  of  Dr.  Morris's 
testimony,  but  it  would  be  to  be  reviewed  as  to  the  risk  involved 
rather  than  a  coslTbenefit. 

Do  you  have  any  problems  with  a  peer  review  of  the  standards 
by  which  you  would  establish  an  industry  to  be  able  to,  or  for  the 
agency  to  be  able  to  apply  certain  standards?  At  least,  that  was  my 
understanding  on  risk  assessments.  I  may  be  wrong. 

Mr.  Howard.  The  different  versions  of  the  bills  are  coming  out 
in  the  press  with  some  frequency  now,  but  my  understanding  of  the 
peer  review  is  that  it  adds  another  layer  of  required  procedure  for 
the  agency  before  it  can  propose  a  rule,  and  if  that  is  the  case,  then 
I  oppose  it  for  the  reasons  stated. 

In  general,  the  idea  of  peer  review  is  a  very  good,  responsible 
mechanism  for  second-guessing  decisions.  I  just  don't  think  it  has 
to  happen  as  a  separate  step  to  slow  up  the  process.  If  the  agency 
wants  to  make  sure  that  people  trust  it,  maybe  it  should  do  that, 
but  I  don't  think  it  should  be  an  extra  step  required  by  Congress. 

The  Chairman.  I  want  to  thank  all  three  of  you,  each  of  you,  for 
being  here  and  giving  of  your  time.  I  think  it  has  been  very  helpful 
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to  us.  We  are  going  to  try  and  get  this  through  this  year.  Like  I 
say,  I  would  Hke  to  work  with  the  administration,  as  well  as  the 
House  of  Representatives,  and  see  if  we  can  come  up  with  some- 
thing that  everybody  will  feel  proud  of  but  will  help  to  alleviate 
some  of  the  problems  that  you  have  mentioned  in  this  book.  That 
may  be  just  the  beginning.  Maybe  you  should  have  sequels  two, 
three,  four,  and  five.  We  will  be  happy  to  read  them. 

Mr.  Howard.  It  is  too  hard  to  write  a  book.  I  am  counting  on 
Congress  to  solve  this  problem  for  me.  Thank  you. 

The  Chairman.  We  will  try  and  do  that  for  you.  Thanks  so  much. 
I  appreciate  you  being  here. 

Our  last  panel  will  include  Mr.  George  Clemon  Freeman,  Jr., 
Chairman  of  the  ABA  Group  on  Regulatory  Reform  from  Washing- 
ton, D.C.;  Mr.  Christopher  DeMuth,  President  of  the  American  En- 
terprise Institute  for  Public  Policy  Research  here  in  Washington; 
and  Mr.  Cass  Sunstein,  Professor  of  Jurisprudence  at  the  Univer- 
sity of  Chicago,  who  has  testified  with  us  a  number  of  times. 

We  are  very  appreciative  to  have  all  of  you  here.  If  you  can  sum- 
marize, we  are  going  to  put  all  of  your  statements  in  the  record. 
I  am  sorry  to  press  you  on  that,  but  I  have  to  be  through  by  12:00 
in  order  to  make  this  Finance  Committee  bus  that  I  have  to  catch. 

Let  us  start  with  Mr.  Freeman,  you  first,  then  we  will  go  to 
Chris,  and  finally,  we  will  wind  up  with  Professor  Sunstein. 

STATEMENT  OF  A  PANEL  CONSISTING  OF  GEORGE  CLEMON 
FREEMAN,  JR.,  CHAIRMAN,  WORKING  GROUP  ON  REGU- 
LATORY REFORM,  AMERICAN  BAR  ASSOCIATION,  WASHING- 
TON, DC;  CHRISTOPHER  DeMUTH,  PRESIDENT,  AMERICAN 
ENTERPRISE  INSTITUTE  FOR  PUBLIC  POLICY  RESEARCH, 
WASHINGTON,  DC;  AND  CASS  R,  SUNSTEIN,  PROFESSOR  OF 
JURISPRUDENCE,  UNIVERSITY  OF  CHICAGO  LAW  SCHOOL 
AND  DEPARTMENT  OF  POLITICAL  SCIENCE,  CHICAGO,  IL 

STATEMENT  OF  GEORGE  CLEMON  FREEMAN,  JR. 

Mr.  Freeman.  Mr.  Chairman,  it  is  a  pleasure  to  be  here  on  be- 
half of  the  American  Bar  Association  to  testify  on  S.  343.  I  have 
been  here  before.  I  was  here  13  or  14  years  ago  when  we  focused 
on  S.  1080.  A  lot  has  been  said  about  S.  1080  tonight.  For  the 
American  Bar  Association,  I  was  up  here  then  working  with  your 
staffs,  majority  and  minority  at  that  time,  and  I  was  very  pleased 
to  be  part  of  helping  build  a  wonderful  consensus  which  clearly 
represented  where  this  country  ought  to  go. 

The  bill  before  you  today  is  substantially  different  from  S.  343 
as  introduced.  It  now  incorporates  most  of  everything  that  was  S. 
1080.  Time  will  not  permit  me  to  go  into  all  the  details  that  have 
been  raised,  but  I  do  think,  having  sat  through  all  this  and  having 
had  the  experience  of  that,  it  seems  to  me  that  you  are  very  close, 
except  on  two  or  three  issues,  to  having  the  same  kind  of  consensus 
here,  if  people  will  just  study  the  bill  that  is  here,  and  that  means 
if  the  White  House  will  just  study  the  bill  that  is  here.  _ 

I  want  to  go  through  a  few  of  the  open  issues  and  point  out  what 
they  are  and  how  you  have  resolved  them. 

One  of  the  main  issues  that  first  comes  up  at  page  ten  and  it  is 
addressed  at  pages  26  and  27  is  whether  or  not  persons  subject  to 
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a  major  rule  have  a  right  to  review  that  existing  rule.  Let  us  make 
it  clear  that  under  the  APA  as  it  is  nov^  on  the  books,  they  already 
have  that  right.  There  are  two  deficiencies  in  that  right.  One  is  the 
agency  is  given  no  deadline  on  when  to  respond  to  any  provision 
under  the  APA  provision,  nor  is  it  required  by  law  to  respond  in 
writing.  So  we  have  had  litigation  over  the  years  on  that  right. 

The  bill  before  you  clarifies  the  APA.  It  makes  the  change,  one 
of  the  changes  specified  in  S.  1080.  It  requires  the  agency  to  re- 
spond in  writing.  S.  1080  said  that  the  agency  had  to  respond  with- 
in a  reasonable  time.  Here,  the  substitution  is  to  give  them  a  180- 
day  deadline.  I  think  that  is  desirable  and  so  does  the  ABA. 

Those  provisions  in  this  bill  should  not  be  objectionable  to  any- 
one. They  were  in  S.  1080;  they  are  here.  The  one  issue  that  re- 
mains is  whether  or  not  the  special  provision  in  here  giving  per- 
sons subject  to  the  rule  a  right  to  petition  for  review  of  existing 
major  rules  should  be  in  this  legislation. 

The  American  Bar  Association  believes  that  it  does.  The  reason 
that  it  does  is  because,  as  presently  proposed  and  with  some  of  the 
changes  in  language  which  we  suggest  in  our  prepared  testimony, 
this  circumscribes  the  right  to  petition  for  review  of  a  major  rule 
to  make  it  manageable.  Only  those  people  who  can  meet  the  stand- 
ards of  proof  or  persuasion  get  that  right  to  trigger  this  process. 
We  urge  you  to  consider  it.  We  can't  understand  why,  upon  think- 
ing about  it,  the  administration  wouldn't  welcome  it.  Otherwise, 
they  are  stuck  with  the  present  APA  provision  which  is  not  re- 
stricted at  all. 

You  have  the  open  issue  on  page  14  of  $100  million  versus  $50 
million.  The  ABA  still  believes  that  $100  million  is  the  right  figure. 
On  the  other  hand,  let  us  remember,  there  are  now  five  special  pro- 
visions in  here  that  define  major  rule  in  a  way  that  get  away  from 
the  dollar  figure.  They  are  in  there  to  protect  small  business,  and 
you  can  read  those  five  exceptions.  They  apply  regardless  of  how 
little  or  how  much  under  $50  or  $100  million  we  are  talking  about. 

On  page  16,  Senator  Leahy  was  concerned  about  the  possible  ex- 
emption for  introduction  of  certain  products  into  commerce.  That 
was  true  of  S.  343  as  it  was  introduced.  That  is  no  longer  true  of 
S.  343  before  you,  because  the  language  has  gone  back  to  the  iden- 
tical language  in  S.  1080,  of  which  he  was  a  cosponsor.  It  is  now 
limited  to  certain  specified  provisions  of  the  Food  and  Drug  Act. 

There  has  been  a  discussion  here  of  the  problems  with  the  defini- 
tions of  cost  and  benefit  on  page  16  and  cost/benefit  analysis  on 
page  17.  We  urge  you  to  also  look  at  the  language  on  page  17,  but 
just  go  back  and  read  the  magnificent  Senate  report  on  S.  1080 
that  discusses  this  in  great  detail  and  look  at  the  voluminous  testi- 
mony on  cost/benefit  analysis  that  was  collected  then.  We  have 
been  doing  this  since  NEPA  was  passed  in  1969. 

My  light  has  expired.  I  would  like  to  address  judicial  review. 

The  Chairman.  Go  ahead  and  take  the  time. 

Mr.  Freeman.  I  will  address  judicial  review.  We  support  the  judi- 
cial review  provisions  that  are  in  here. 

The  Chairman.  I  am  glad  I  gave  you  the  additional  time. 

Mr.  Freeman.  On  page  28,  if  you  will  look  very  carefully  at  the 
language  of  the  provision  there,  the  problems  postulated  by  Ms. 
Klatzen  have  been  solved  and  disappear.  You   no  longer  have  a 
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right,  as  in  the  earHer  bill,  to  interlocutory  review  of  the  character- 
ization of  the  bill. 

It  now  spells  out  precisely,  as  she  wants,  that  cost/benefit  analy- 
sis is  to  be  part  of  the  record  of  review  of  the  rule.  You  look  on  judi- 
cial review  to  the  record  as  a  whole,  including  the  cost/benefit  Einal- 
ysis  and  any  other  supplemental  information  in  there.  There  has 
to  be  enough  to  justify  the  rule.  If  there  is  not  enough  to  justify 
the  rule,  you  go  back  and  do  the  analysis  over.  If  the  cost/benefit 
analysis  was  flawed  but  other  evidence  in  the  record  corrects  it,  too 
bad.  The  rule  is  the  same.  We  don't  see  anything  revolutionary 
about  that.  That  is  existing  law  now  anyway. 

Also,  in  706,  there  are  two  changes  made  in  the  standards  for  ju- 
dicial review.  One  of  those  puts  into  the  law  what  is  there  already 
now  in  case  law.  It  is  the  classical  Bumpers  amendment  language 
which  has"  passed  this  house  virtually  unanimously  on  three  or  four 
occasions.  It  says  that  there  must  be  substantial  support  in  the 
rulemaking  record  for  the  necessary  or  asserted  basis  of  the  rule. 
How  anyone  could  question  that  today  seems  absurd  to  me  and  to 
the  Association. 

The  second  change  made  in  there  is  to  recognize  that  a  major 
change  that  has  taken  place  between  now  and  the  13  years  ago 
when  S.  1080  was  passed,  including  the  Bumpers  amendment,  is 
that  the  Chevron  decision  of  the  Supreme  Court  has  substantially 
altered  how  we  have  to  look  at  judicial  review  of  questions  of  law. 
We  think  that  the  provision  in  there  now  adequately  describes  the 
better  line  of  Chevron  cases. 

Why  do  we  want  those  changes  made?  It  is  because  we  want  to 
eliminate  further  uncertainty  and  concern  over  what  is  the  proper 
standard  of  judicial  review.  We  want  to  eliminate  litigation  over 
that  standard.  We  want  to  cut  down  on  what  is  actually  argued  on 
appeal.  So  we  urge  you  to  go  forward  and  not  take  those  things  out. 

There  are  other  things  in  here  that  open  the  rule  up.  We  have 
talked  about  that,  but  my  time  clearly  has  expired  and  maybe  you 
will  ask  me  about  some  of  these  other  things  in  questioning. 

[The  prepared  statement  of  Mr.  Freeman  follows:] 

Prepared  Statement  of  George  Clemon  Freeman,  Jr. 

SUMMARY 

The  American  Bar  Association  has  long  supported  major  efforts  for  regulatory  re- 
form. The  last  major  effort  at  the  federal  legislative  level  was  S.  1080,  which  passed 
the  Senate  overwhelmingly  in  1982,  only  to  die  in  the  House  by  being  blocked  from 
coming  to  the  floor.  The  ABA  supported  all  of  the  provisions  of  S.  1080  except  for 
legislative  veto,  which  the  Association  believed  to  be  constitutionally  defective. 

S.  343  is  a  new  major  legislative  effort  for  regulatory  reform  and  we  support  it 
generally.  S.  343  as  introduced  dealt  with  only  one  of  the  two  major  topics  of  regu- 
latory reform  addressed  in  S.  1080,  regulatory  analysis.  The  other  major  topic  is  the 
long  needed  overall  of  key  provisions  governing  agency  rulemakings  and  appeals  in 
the  Administrative  Procediu-e  Act  (the  APA)  and  equivalent  provisions  in  other  fed- 
eral statutes  that  exempt  agencies  from  the  APA  and  provide  their  own  equivalent 
provisions.  In  our  testimony  for  the  Association  before  the  Subcommittee  on  Admin- 
istration Oversight  and  the  Courts,  we  urged  that  this  second  topic  also  be  ad- 
dressed. The  changes  in  the  APA  that  S.  1080  would  have  made  resolved  long  stand- 
ing problems  of  administrative  and  appellate  law.  They  also  would  complement  ef- 
fective use  of  regulatory  analysis  in  agency  rulemakings  under  S.  343's  new  require- 
ments. We  are  glad  to  see  that  the  version  of  S.  343  before  you  today  contains  most 
of  those  APA  reforms  contained  in  S.  1080,  with  adjustments  needed  to  reflect 
changes  in  case  law  in  the  intervening  thirteen  years. 
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We  are  also  glad  that  many  of  our  suggestions  on  how  to  improve  what  was  al- 
ready in  S.  343  have  been  accommodated  in  the  new  version  beu)re  you.  In  this  re- 
gard we  commend  (1)  the  inclusion  of  three  additional  texts  for  a  "major  rule"  in 
section  621(4)(A),  (2)  the  substitution  of  a  more  effective  and  workable  way  to  pro- 
vide for  judicial  review  of  an  agency  decisions  and  performance  under  the  regulatory 
analysis  requirements,  which  still  needs  some  refinement,  (3)  strengthening  the  cur- 
rent APA  provision  for  petitions  to  an  agency  to  repeal,  amend  or  modify  an  existing 
rule  and  the  proposed  new  right  to  petition  for  a  regulatory  analysis  of  an  existing 
major  rule,  and  (4)  the  extension  of  statutory  or  court  ordered  deadlines  for  new 
niles  which  are  delayed  as  a  result  of  agency  compliance  with  S.  343's  new  require- 
ments. 

We  also  believe  considerable  progress  has  been  made  in  the  new  decisional  cri- 
teria provision.  It  now  makes  clear  that  it  is  intended  to  supplement,  but  not  sup- 
plant, requirements  in  other  existing  federal  statutes  under  which  major  rules  are 
promulgated.  The  key  words  are  "in  the  text  of  the  statute."  But,  as  in  the  framing 
of  most  general  commands,  the  debate  continues  over  whether  or  not  to  include  ad- 
jectives and,  if  so,  which  ones.  That  debate,  however,  should  not  be  permitted  to  ob- 
scure the  clear  intent  that  this  provision  is  to  supplement  not  supersede,  those  or- 
ganic statutes. 

Finally,  we  also  offer  brief  general  comments  on  three  lengthy  sections  of  the  bill: 
risk  assessment,  the  Regulatory  Reflectability  Act  amendments  and  Congressional 
Review  of  Agency  Rulemaking. 

The  Association  strongly  supports  regulatory  reform.  The  version  of  S.  343  before 
you  today  make  major  steps  in  that  direction.  Since  the  late  1970s  the  American 
Bar  Association  has  been  committed  to  the  following  general  principles  applicable 
to  regulatory  reform  at  the  federal  level: 

Regulatory  analysis  should  be  required  by  statute  and  should  apply  to  promulga- 
tion of  all  new  major  rules  by  executive  branch  agencies  and  the  so-called  independ- 
ent agencies. 

Regulatory  analysis  should  include  cost/benefit  and  cost  effective  evaluation  of  the 
proposed  major  rule  and  alternatives  to  it. 

Unless  prohibited  by  the  text  of  the  agency's  organic  statute,  the  alternative 
adopted  should  be  the  one  that  produces  the  greatest  net  social  benefit. 

Regulatory  analysis,  and  comments  on  it  from  within  the  government  and  by  the 
public,  should  be  part  of  the  record  for  judicial  review  of  the  final  rule,  but  not  re- 
viewed independently. 

Existing  rules  should  be  reviewed  periodically  and  those  with  impacts  that  would 
make  them  major  rules  if  newly  promulgated  should  be  reevaluated  under  similar 
criteria  and  procedures. 

The  standards  for  review  of  agency  rules  on  appeal  should  be  clarified  to  assure 
that  the  courts  take  a  hard  look  at  the  agency's  interpretation  and  application  of 
the  statutes  and  that  the  necessary  or  asserted  factual  basis  for  the  agency's  deci- 
sion is  supported  by  the  record  for  review. 

The  Administrative  Procedure  Act  (APA),  and  any  other  federal  statute  that  in- 
cludes an  exemption  from  some  or  all  of  the  provisions  of  the  APA  and  substitutes 
its  own  procedural  requirements,  should  be  amended  or  supplemented  to  resolve 
long  standing  basic  procedurad  problems  involving  agency  rulemakings. 

All  of  these  principles  were  reflected  in  provisions  in  S.1080,  as  it  passed  the  Sen- 
ate 94  to  0  in  1982.  The  ABA  supported  the  bill  in  its  entirety  then,  except  for  its 
legislative  veto  provisions  which  the  Association  believed  to  be  unconstitutional.  The 
Association  still  supports  these  basic  principles  of  regulatory  reform,  though  the 
translation  of  these  principles  into  statutory  language  needs  to  be  reexamined  to 
adapt  to  the  realities  of  toda/s  administrative  law  practices.  Translating  these  prin- 
ciples into  application  to  the  bill  before  you  today,  S.  343,  as  reported  to  you  by  the 
Subcommittee  and  Administrative  Oversight  and  the  Courts,  addresses  all  of  them. 
We  generally  support  it  and  offer  the  following  constructive  comments.  Several  of 
them  are  of  central  importance. 

APA  PROCEDURAL  CHANGES 

1.  Changes  in  section  553  and  equivalent  provisions  in  other  statutes. 

A.  As  to  the  phrase  "expressly  required  by  the  text  of  the  statute"  in  §  553(b)(1)(c), 
and  "explicitly"  in  § 553(c)(3)(C),  see  our  comment  on  §§§624,  below. 

B.  In  §  553(b)(2),  delete  "final"  before  "rule"  in  all  three  sentences. 

C.  In  §553(c)(2)(ii),  insert  after  "informEd  public  hearings",  the  words  "meetings 
and  roundtable  discussions." 

D.  In  §  553(c)(3),  insert,  at  the  end  of  the  last  sentence,  insert  the  words  "and 
summaries  of  such  meetings  and  roundtable  discussions." 
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E.  In  §553(eX2)  insert,  after  "subject  to",  the  words  "or  the  beneficiary  of.  See 
our  comment  on  §  623,  below. 

F.  In  §  553(e),  correct  the  enumeration  of  the  last  two  subparagraphs  of  the  last 
two  subparagraphs  as  "(3)"  and  "(4)". 

G.  In  ^§  553(g),  delete  "subsections  (b)(1)(c),  (c)(4)(D),  and  (e)"  and  substitute  "this 
section."  The  deleted  language  is  too  narrow  not  curtail  existing  rights  of  rule- 
making to  participants  but  to  expand  them.  While  the  narrower  language  would  do 
this  in  the  context  of  the  Clean  Air  Act,  it  might  not,  do  so  under  other  statutes 
that  provide  their  own  version  of  APA  type  procedures.  This  change  would  cover  all 
such  statutes,  including  the  Clean  Air  Act. 

REGULATORY  ANALYSIS 
§621.  Definitions  Regulatory  Analysis 

A.  In  connection  with  the  definition  of  "major  rule"  in  §621(2)(A)(i); 

A.  The  $100  million  figure  has  stood  the  test  of  time  in  the  Carter,  Reagan,  Bush 
and  the  Chnton  Administrations.  Experience  has  shown  that  regulatory  analysis  of 
rules  of  that  magnitude  is  practical  and  not  disruptive  or  overly  burdensome.  Where 
followed,  it  has  often  produced  better  rules.  We  still  have  lingering  reservations 
about  the  $50  million  figure  because  a  lower  figure  could  be  counterproductive  by 
diverting  limited  agency  resources  into  analysis  of  rules  that  by  definition  would  be 
less  costly.  But,  this  is  much  more  likely  to  occur  if  the  $25  million  in  the  House 
Bill  becomes  law. 

In  setting  the  ultimate  dollar  figure  in  §621(2)(A)(i),  it  is  important  to  remember 
that  the  other  tests  of  a  major  rule  in  §621(2)(A)(ii)  trigger  categorization  as  a 
major  rule  regardless  of  the  projected  amount  of  gross  annual  effects.  Thus,  these 
additional  test  safeguards  for  estimated  lesser  total  dollar  effects.  Those  safeguards 
in  the  present  version  of  S.343  include  proposed  rules  that  would  (a)  have  a  signifi- 
csmt  impact  on  a  sector  of  the  economy,  or  (b)  have  a  substantial  increase  in  costs 
or  prices,  or  (c)  have  a  significant  adverse  effect  on  competition,  emplojrment,  invest- 
ment, productivity,  innovation,  the  environment,  public  health  or  safety,  or  the  abil- 
ity of  U.S.  business  to  compete  in  domestic  or  export  markets,  or  (d)  result  in  a  seri- 
ous inconsistency  or  interference  with  an  action  taken  or  planned  by  another  agen- 
cy, or  (e)  make  a  material  alteration  or  the  budgetary  impact  of  entitlement  pro- 
grams or  (f)  impose  disproportionate  adverse  economic  consequences  for  a  class 
within  the  regular  Federal  sector,  such  as  small  businesses. 

The  definition  of  "market-based  mechanism"  in  §621(5)  is  a  relatively  new  concept 
that  had  no  parallel  in  S.  1080.  It  thus  should  be  scrutinized  to  assure  that  it  has 
sufficient  flexibility  to  be  workable  and  effective  when  applied  to  concrete  decisions. 
As  to  (5)(c),  we  do  not  understand  what  it  means. 

§  622.  Rulemaking  cost-benefit  analysis 

This  provision  is  generally  based  on  S.  1080.  We  support  it. 

§623.  Petition  for  cost-benefit  analysis 

As  noted  below,  the  Association  is  on  record  as  supporting  periodic  review  of  exist- 
ing major  rules.  Section  627  mandates  that  process  generally,  requiring  each  agency 
to  develop  a  strategy  for  identifying  which  of  its  rules  are  hkely  to  be  "major"  and 
setting  a  schedule  for  reviewing  them.  Section  623  compliments  that  process  by  per- 
mitting those  persons  subject  to  the  rule  to  initiate  review  of  an  existing  rule  that 
is  reasonably  likely  to  meet  the  "major  rule"  test.  A  "standings"  requirement  is  rea- 
sonable and  we  support  it.  We  suggest  that  the  provision  here  authorize  anyone 
with  standing  to  submit  such  a  petition.  We  note  that  under  the  existing  Adminis- 
trative Procedure  Act,  all  persons  with  standing  already  have  a  right  to  petition  an 
agency  for  repeal  or  amendment  of  an  existing  rule.  The  deficiency  of  the  existing 
APA  process  is  that  there  is  no  statutory  deadline  for  agency  action  on  the  petitions. 
Subparagraphs  623(a)(4)  and  (d)(4)  cure  these  deficiencies,  as  does  new  § 553(e)(4). 
We  suggest  the  following  language  be  added  to  §623: 

In  § 623(a)(2),  insert  at  the  end:  "and  the  reasons  why  the  petitioner  believes  that 
the  rule  would  meet  the  decisional  criteria  of  section  624." 

In  §  623(a)(3),  insert,  after  "reasonable  UkeUhood",  the  words  "the  rule  is  a  major 
rule  and". 

§  624.  Decisional  criteria 

We  support  this  provision  generally.  The  provision  that  emerged  from  the  Sub- 
committee answers  many  of  the  questions  that  had  been  raised  as  to  what  was  in- 
tended. It  now  appears  clear  that  the  new  criteria  are  is  intended  to  supplement, 
but  not  supplant,  decisional  criteria  for  rules  under  the  federal  statutes.  Thus,  as 
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we  read  it,  where  a  provision  in  the  text  of  an  agency's  organic  statute  clearly  pre- 
cludes consideration  of  the  costs  of  a  proposed  rule,  this  provision  is  not  intended 
to  amend  the  statute  to  require  their  consideration.  At  the  same  time  where  a  stat- 
ute is  silent  or  ambiguous,  this  provision  would  operate  to  supplement  the 
decisional  criteria.  The  key  words  that  signal  this  result  are  "the  text  of  the  stat- 
ute". The  question  has  been  raised  as  to  whether  the  word  "expressly"  is  redundant 
to  the  "text  of  or  whether  it  intends  something  more.  If  the  latter,  what?  Some 
have  urged  the  insertion  after  "expressly"  of  "or  by  necessary  implication."  This  de- 
bate over  adjectives  can  be  counter-productive  if  it  bogs  dov/n  passage  of  the  bill. 
Thus,  to  end  the  argument  we  recommend  keeping  the  short,  simple,  decisive  words: 
the  "text  of  the  statute"  and  deleting  "expressly". 

§622.  Rulemaking  cost-benefit  analysis 

We  support  this  provision.  It  is  based  in  large  measure  on  S.  1080. 

§  625.  Judicial  Review 

We  support  the  revised  provision  which  provides  for  judicial  review  of  any  cost- 
benefit,  or  risk  assessment,  in  the  context  of  review  of  a  final  rule  but  precludes 
separate  review  of  the  analysis.  We  believe  the  current  provision  is  equivalent  to 
the  provision  S.  1080  that  "an  analysis  conducted  under  this  subchapter  shall  not 
be  subject  to  judicial  consideration  separate  or  apart  from  the  review  of  the  rule  to 
which  it  relates."  To  make  this  abundantly  clear,  we  suggest  that  sentence  be  added 
after  the  first  sentence  in  §  625(b). 

We  support  Umited  judicial  review  of  an  agency's,  but  not  the  President's,  decision 
on  whether  or  not  a  proposed  new  rule  is  or  is  not  a  major  rule.  Review  of  the  Presi- 
dent's decision  would  raise  a  serious  separation  of  powers  Constitutional  question. 
We  are  glad  that  provisions  to  that  effect  have  been  eliminated. 

In  an  agency  context,  judicial  review  is  an  additional  "anti-evasion"  safeguard  to 
assure  that  the  agency  performs  regulatory  analysis  where  the  statute  requires. 
Under  the  latest  revision  of  §  625  an  agency's  classification  decision  can  be  the  sub- 
ject of  judicial  scrutiny  only  in  the  context  of  judicial  review  of  the  promulgated 
rule.  If  the  agency's  classification  action  decision  resulted  in  fundamental  defi- 
ciencies in  the  record  of  decision,  the  rule  would  be  reversed  and  remanded.  Before 
the  Subcommittee  we  recommended  a  variant  of  the  Clean  Air  Act  §  307(d)'s  recon- 
sideration procedure  for  an  example  of  how  the  classification  decision  would  be  ex- 
amined. An  objection  to  the  classification  of  the  rule  would  normally  be  required  to 
be  raised  with  reasonable  specificity  during  the  period  for  public  comment  on  the 
proposed  rule.  But  if  a  person  raising  an  objection  thereafter  could  demonstrate  that 
it  was  impractical  to  raise  such  an  objection  during  the  comment  period,  and  if  the 
objection  is  of  central  relevance  to  the  outcome  of  the  rule,  the  court  should  reverse 
and  remand  the  rule  for  further  consideration  under  the  provisions  of  this  bill. 
Thus,  the  Agency's  action  would  not  be  subject  to  review  separate  and  apart  from 
the  rule,  but  there  would  stiU  be  a  remedy  where  the  agency's  erroneous  classifica- 
tion resulted  in  a  defective  rule.  We  believe  §  625  provides  for  this  in  effect,  but  we 
urge  that  you  add  language  in  the  statute  or  the  committee  report  to  make  this 
clear. 

§  626.  Deadlines  for  Rulemaking 

Subsection  (a)  provides  for  an  extension  of  statutory  deadlines  for  promulgation 
of  new  rules  where  such  an  extension  is  necessary  to  enable  the  agency  to  comply 
with  the  new  requirements  that  would  be  imposed  by  this  bill.  It  essentially  codifies 
existing  case  law.  Subsection  (b)  does  the  same  thing  for  existing  court  decrees.  Sub- 
section (c)  makes  clear  that  persons  who  vnll  be  subject  to  the  delayed  final  rule 
will  not  suffer  as  a  result.  We  support  this  section. 

§  627.  Agency  review  of  rules 

This  section  is  based  on  S.  1080.  We  support  it. 

Subchapter  III.  Risk  Assessments 

The  Association  has  long  recognized  that  risk-sissessment  is  one  of  the  analytical 
tools  available  to  assess  costs  or  benefits  in  the  overall  regulatory  analysis  process. 
The  Association  also  is  aware  of  the  role  this  techniques  currently  plays  in  litigation 
and  rulemakings.  We  support  generally  requirements  that  assumptions,  methodol- 
ogy and  conclusions  we  spelled  out  and  that  scientific  evidence  be  relevant  and  accu- 
rate. 
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Subchapter  TV.  Executive  Oversight 

The  President  has  constitutional  oversight  authority  to  see  that  federal  agencies 
comply  with  all  statutory  requirements.  Sections  641  through  644  recognizes  this. 
The  Association  supports  them. 

§611.  Judicial  Review  of  Regulation  Flexibility  Analysis 

The  Association  has  no  present  poUcy  that  directly  addresses  the  judicial  review 
proposal  made  here. 

JUDICIAL  REVIEW 

§  706.  Scope  of  review 

The  Association  supports  the  two  changes  made  in  the  current  section  of  the  APA 
and  other  equivalent  provisions  in  other  statutes.  The  first  is  the  addition  to  (a)(2) 
of  a  new  subsection  on  "substantial  support".  This  provision  is  taken  verbatim  from 
the  "Bumpers  Amendment",  which  the  Association  has  long  supported.  It  essentially 
codifies  existing  case  law.  The  words  "substantial  support"  mean  the  same  quantum 
of  proof  as  "substantial  evidence"  in  an  adjudicatory  context.  "Support"  was  rel- 
atively chosen  over  "evidence"  because  in  the  rulemaking  context  it  loosed  not  be 
thought  of  requiring  use  of  adjudicatory  type  procedures  in  informal,  "off  the 
record",  rulemakings. 

The  second  change  in  the  addition  of  paragraphs  (c),  which  applies  to  an  agenc/s 
interpretation  of  a  statute.  In  the  context  of  the  earlier  Bumper  Amendment  this 
was  characterized  as  a  "question  of  law."  The  new  provision  is  intended  to  codify 
the  better  line  of  Chevron  decisions.  We  recommend  the  deletion  in  new  (c)(2)(B)  of 
the  words  "the  broadest",  since  the  agency  either  has  or  does  not  have  discretion. 

Chapter  8 — Congressional  Review  of  Agency  Rulemaking 

In  1982  the  Association  opposed  the  legislative  veto  provisions  in  S.  1080.  Since 
then,  the  Chadha  decision  has  indicated  that  such  provisions  are  unconstitutional. 
This  chapter  avoids  the  pitfall  of  the  constitutionahty  defined  in  Chadha  and  sub- 
stitutes a  "notice  and  wait"  provision  for  new  major  rules.  The  purpose  is  to  afford 
Congress  an  opportunity  to  exercise  its  oversight  responsibilities  by  passing  a  joint 
resolution  of  disapprovsil.  Timely  Congressional  action  amending  the  underlying 
statute  to  withdraw  authority  for  promulgation  of  the  rule  would,  if  not  vetoed  by 
the  President  or,  if  vetoed,  overridden,  would  be  constitutional.  We  do  not  comment 
on  the  internal  congressional  procedures  proposed.  But  we  note  that  as  currently 
drafted,  the  bar  to  eff"ectiveness  of  a  new  rule  could  impose  uncertainty  as  to  when 
or  whether  it  will  take  effect.  This  uncertainty  could  result  in  hardships  on  persons 
potentially  subject  to  the  rule  or  to  persons  who  are  its  intended  beneficiaries.  As 
a  practical  alternative,  you  might  consider  amending  the  Administrative  Procedure 
Act,  and  any  other  acts  that  exempt  an  agency  fi-om  the  APA  but  provide  equivalent 
procedures,  to  provide  that  no  major  rule  will  become  effective  for  120  days  after 
pubUcation  of  notice  of  its  promulgation  in  the  Federal  Register.  Such  a  window  of 
time  should  prove  adequate  for  Congress  to  act  expeditiously  to  amend  the  organic 
statute  in  the  relatively  rate  instance  of  a  rogue  major  rule.  We  offer  only  one  com- 
ment on  the  text  of  this  Chapter.  We  believe  that  in  §  801(c)(3)  the  words  ",  which 
he  has  not  yet  signed  or  vetoed"  should  be  inserted  to  make  clear  what  must  be 
intended. 

CONCLUSION 

The  Association  stands  ready,  as  it  did  in  the  early  1980s  in  your  consideration 
of  S.  1080,  to  assist  the  Committee  and  its  staff  in  any  way  as  you  move  forward 
to  consider  S.  343  and  related  proposals  for  regulatory  reform. 

The  Chairman.  Thank  you,  Mr.  Freeman. 

Mr.  DeMuth,  we  would  be  happy  to  hear  from  you. 

STATEMENT  OF  CHRISTOPHER  DeMUTH 

Mr.  DeMuth.  Chairman  Hatch,  thank  you  very  much.  It  is  good 
to  be  here.  I  would  like  to  commend  you,  Mr.  Chairman,  and  your 
colleagues,  especially  Senator  Grassley  and  the  majority  leader,  for 
your  leadership  on  S.  343. 

The  Grassley  substitute,  in  particular,  is,  in  my  judgment,  a  su- 
perb piece  of  legislative  draftsmanship.  I  think  it  is  the  clearest 
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and  best  expression  that  has  yet  been  written  down  of  the  regu- 
latory reform  ideas  that  have  been  circulating  in  academic  and  pol- 
icy circles  for  many  years.  Having  examined  the  other  bills  in  the 
House  and  Senate,  I  do  hope  that  other  committees  and  bill  spon- 
sors will  adopt  the  Grassley  substitute  as  their  own.  I  think  it 
would  be  the  most  important  regulatory  legislation  since  the  Ad- 
ministrative Procedures  Act  of  1946. 

I  have  one  or  two  general  points  to  make,  drawn  from  my  testi- 
mony, but  first,  I  would  like  to  focus  on  a  couple  of  points  that  have 
been  discussed  here  this  morning,  in  particular,  the  points  that 
have  been  made  with  respect  to  why  the  administration  does  not 
like  S.  343  and  prefers  legislation  more  like  S.  1080,  that  passed 
unanimously  back  in  1982. 

It  has  been  said  that  the  petition  provisions  that  would  permit 
private  groups  to  petition  for  review  of  old  rules  and  for  those  pro- 
ceedings to  be  subject  to  judicial  review  would  wreak  havoc  with 
the  work  of  the  regulatory  agencies.  With  some  reluctance,  I  must 
say  that  I  share  some  of  the  views  that  Ms.  Katzen  made  and  that 
I  think  are  made  very  well  in  Professor  Sunstein's  testimony  that 
I  just  looked  at. 

When  it  comes  to  reviewing  old  rules,  I  think  we  have  a  lot  of 
examples,  in  environmental  law,  especially,  of  how  private  groups 
can  make  it  extraordinarily  difficult  for  administrative  officials  to 
do  their  job  well. 

However,  with  respect  to  risk  assessment  and  the  so-called 
decisional  criteria,  I  believe  that  the  arguments  that  have  been 
made  against  S.  343  have  it  exactly  backwards.  The  risk  assess- 
ment provisions,  I  think,  are  the  greatest  advance  over  S.  1080  and 
they  reflect  advances  in  thinking  about  how  to  do  good  risk  assess- 
ment in  the  past  13  years.  It  was  thought  back  then  that  using 
conservative  risk  assessments,  upper  bounds,  was  a  good  way  of 
setting  an  adequate  margin  of  safety. 

What  we  have  found  is  that  where  you  use  conservative  risk  as- 
sessments across  different  substances,  what  you  do  is  you  introduce 
a  large  random  element  that  scrambles  priorities  between  risks 
that  are  real  and  between  risks  that  only  look  real  because  of  esti- 
mating procedures.  The  book  by  Justice  Breyer,  a  former  chief 
counsel  to  this  committee,  that  was  published  two  years  ago,  is 
probably  the  best  explanation  of  the  problems  that  upper  bound  es- 
timates have  caused.  I  think  that  S.  343  solves  that  problem  with 
great  precision. 

With  respect  to  decisional  criteria,  this  is  the  most  important  ad- 
vance in  S.  343.  If  agencies  are  required  to  do  studies  of  the  bene- 
fits and  costs  but  not  to  heed  them,  you  have  what  is  essentially 
a  paperwork  exercise,  and  having  been  involved  in  the  regulatory 
process  for  many  years,  I  can  guarantee  that  if  it  is  simply  a  re- 
quirement to  do  a  study  and  put  it  in  the  record,  it  will  be  a  paper- 
work exercise  and  not  change  the  course  of  legislation. 

It  is  absolutely  critical,  if  the  studies  are  to  be  taken  seriously 
and  if  they  are  to  bring  into  the  agency's  consideration  views  that 
they  receive  from  the  Congress,  from  the  President's  office,  and  so 
forth,  that  agencies  understand  that,  in  the  end,  they  are  under  an 
obligation  to  heed  the  results. 
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Finally,  if  this  is  not  incorporated  into  the  Administrative  Proce- 
dures Act  and  especially  the  arbitrary  or  capricious  standard,  there 
will  be  a  lot  of  confusion  as  to  what  the  relation  is  of  the  standards 
here  to  the  traditional  arbitrary  or  capricious  standard.  I  have  al- 
ways thought  that  a  sensible  understanding  of  benefit/cost  criteria 
was  the  same  thing  as  the  arbitrary  or  capricious  standard.  A  rule 
that  is  imposed  where  the  rulemaking  record  suggests  that  the 
costs  are  greater  than  the  benefits  is,  to  my  way  of  thinking,  by 
definition,  an  arbitrary  rule. 

But  the  point  I  would  like  to  make  that  I  think  is  the  most  im- 
portant is  in  enacting  regulatory  statutes,  you  gentlemen  some- 
times speak  in  broad  terms,  you  sometimes  speak  in  great  detail, 
but  it  is  typical,  especially  where  tough  regulatory  controversies 
are  involved,  to  decide  these  things  at  the  level  at  which  legislators 
work.  Even  very  detailed  statutes  are  often  highly  ambiguous. 

The  difficulty  today  is  that  regulatory  officials  have  too  much  dis- 
cretion. I  believe  that  the  right  policy  for  Congress  to  state  at  a 
general  level  is  that  where  regulatory  officials  have  discretion,  they 
ought  to  pursue  a  regulatory  goal  in  the  most  efficient,  effective 
way  possible.  The  legislation  that  you  have  adopted  gives  adequate 
leeway  for  disagreement,  for  subjective  and  social  judgments,  but 
where  it  comes  to  radical  departures  from  doing  what  is  most  eco- 
nomically sensible,  whether  it  is  in  areas  of  race  relations  or  in- 
come redistribution,  those  are  political  decisions  that  ought  to  be 
made  by  the  Congress. 

Where  the  Congress  enacts  general  regulatory  statutes  for  pro- 
moting environmental  quality  or  occupational  safety,  appointed  or 
employed  officials  of  the  executive  branch  ought  to  pursue  those 
goals  unless  they  are  told  otherwise  explicitly  by  the  Congress  in 
the  most  efficient  way  possible. 

The  passage  of  time  since  S.  1080  has  led  to  greater  understand- 
ing of  regulation  and  great  improvements  that,  I  think,  are  re- 
flected in  this  bill,  and,  I  think,  also,  a  greater  consensus  across  the 
philosophical  spectrum  as  to  what  the  problems  are  with  regulation 
and  how  properly  to  approach  them.  I  think  that  S.  343  expresses 
those  well.  I  hope  it  passes  by  thumping  majorities.  It  will  be  a 
landmark  achievement. 

Thank  you,  sir. 

[The  prepared  statement  of  Mr.  DeMuth  follows:] 

Prepared  Statement  of  Christopher  DeMuth 

Mr.  Chairman,  thank  you  for  the  opportunity  to  testify  on  the  regulatory  reform 
legislation  being  considered  by  your  committee.  I  am  president  of  the  American  En- 
terprise Institute  for  Public  Policy  Research,  which  conducts  extensive  research  on 
regulatory  policy  issues,  the  issues  of  cost-benefit  analysis  and  risk  assessment  that 
are  prominent  features  of  S.  343.  I  was  administrator  for  information  and  regulatory 
affairs  at  the  U.S.  Office  of  Management  and  Budget  and  executive  director  of  the 
Presidential  Task  Force  on  Regulatory  Relief  from  1981-1984,  and  director  of  the 
Faculty  Project  on  Government  Regulation  at  Harvard  University  from  1977-1981. 
My  publications  and  other  background  pertinent  to  the  questions  being  considered 
by  your  committee  are  listed  on  my  curriculum  vitae  attached. 

The  Comprehensive  Regulatory  Reform  Act  of  1995  requires,  in  essence,  (a)  that 
federal  regulations  be  based  on  evidence  that  their  social  benefits  are  worth  their 
social  costs  and  (b)  that  risk  assessments  supporting  health,  safety,  and  environ- 
mental rules  be  based  upon  best  estimates  of  risks  to  real  populations  rather  than 
abstract  and  exaggerated  risk  "characterizations."  Other  major  provisions  are  the 
requirements  that  regulatory  agencies  prepare  detailed  cost-benefit  analyses  of  pro- 
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posed  "major"  rules — those  having  a  "gross  annual  effect  on  the  economy  of 
$50,000,000  or  more";  that  agencies  identify  alternative  means  of  achieving  regu- 
latory goals,  including  performance  standards  and  market-based  policies;  and  that 
agencies  adopt  alternatives  that  achieve  the  greatest  net  social  benefits.  S.  343  con- 
templates that  the  Office  of  Management  and  Budget  (or  other  delegate  of  the  presi- 
dent) will  review  agency  rules,  and  cost-benefit  analysis  and  risk  assessments,  be- 
fore rules  are  issued;  establishes  procedures  for  congressional  review  of  new  rules 
under  expedited  procedures;  and  makes  clear  that  judicial  review  of  agency  rules — 
under  the  general"  arbitrary  or  capricious"  standard  of  the  Administrative  Proce- 
dure Act  or  more  specialized  standards  provided  in  some  regulatory  statues — would 
incorporate  review  of  agency  risk  assessments  and  cost-benefit  judgements. 

My  testimony  is  addressed  to  these  basic  provisions,  which  also  appear  in  various 
other  regulatory  reform  bills  pending  in  the  Senate  and  House.  1  should  say  at  the 
outset,  however,  that  the  Grassley  Substitute  S.  343,  which  was  unanimously  re- 
ported by  our  Subcommittee  on  Administrative  Oversight  and  the  Courts  earlier 
this  week,  is  the  strongest,  clearest,  and  most  effective  regulatory  reform  bill  I  have 
seen  in  this  or  any  earlier  session  of  the  Congress.  The  greatest  virtue  of  the  Grass- 
ley  Substitute  is  that  it  directly  amends  the  Administrative  Procedure  Act  and  inte- 
grates the  cost-benefit  standard  with  the  traditional  "arbitrary  or  capricious"  stand- 
ards of  administrative  law.  For  this  other  reasons  explained  in  a  brief  appendix  to 
my  testimony,  1  earnestly  hope  that  the  other  committees  and  sponsors  or  regu- 
latory reform  bills  in  the  Senate  and  House  will  adopt  the  Grassley  Substitute  as 
their  own  in  the  coming  weeks. 

I  am  aware  that  regulatory  reform  legislation  has  become  highly  controversial  in 
recent  weeks  and  that  powerful  interests  are  arrayed  for  and  against  it.  In  this  en- 
vironment, I  wish  to  commend  Majority  Leader  Dole,  Chairman  Hatch,  and  Senator 
Grassley  for  their  strong  and  determined  leadership  in  sponsoring  S.  343.  The  basic 
provisions  of  the  bill  are  long  overdue  and  will  lead  to  tangible  improvements  in  reg- 
ulatory policy,  to  the  great  benefit  of  the  national  welfare.  We  would  not  be  where 
we  are  today — on  the  brink  of  enactment  of  the  most  important  regulatory  legisla- 
tion since  the  Federal  Administrative  Procedure  Act  of  1946 — without  the  principled 
leadership  of  these  gentleman  and  their  colleagues  in  the  House. 

Having  said  this,  my  basic  position  on  S.  343  is  that  it  should  not  be  particularly 
controversial;  its  policies  and  procedures  should  be  considered  rudimentary  good 
practice  by  those  on  all  sides  of  specific  regulatory  debates.  Federal  regulation  has 
grown  enormously  in  recent  decades  and  is  today  mush  more  costly  than  all  of  the 
domestic  (nondefense)  discretionary  spending  programs  of  the  federal  government 
combined.  Yet  regulation  is  subject  to  none  of  the  public  finance  constraints  that 
govern  and  moderate  direct  federal  spending:  spending  authorizations,  limits  on 
available  tax  revenues,  regular  annual  review  and  budgeting  by  a  central  budget 
office,  regular  annual  review  and  appropriations  by  the  Congress,  and  so  forth.  Reg- 
ulation is  instead  a  form  of  delegated  lawmaking,  in  which  Congress  authorizes  ad- 
ministrative agencies  to  issue  rules  with  the  force  of  law,  most  of  whose  effects — 
direct  expenditures  and  other  costs,  as  well  as  benefits — gu-e  realized  entirely  within 
the  private  sector,  with  no  interposition  of  the  public  fisc. 

Under  these  circumstances,  the  now  well-known  problems  of  regulation — the  tend- 
ency of  regulatory  requirements  to  grow  without  limit  in  number  and  detail;  the 
tendency  of  single-purpose  agencies  to  be  overzealous,  extravagant,  and  sometimes 
abusive  in  the  pursuit  of  these  purposes;  and  the  tendency  of  policy  to  be  manipu- 
lated and  distorted  by  special-interest  groups  (including,  or  course,  business 
groups) — are  predictable  and  routine  rather  than  the  product  of  crazed  bureaucrats 
or  the  election  of  one  or  another  party  to  control  of  the  Executive  Branch.  Although 
the  established  budgetary  and  congressional  controls  on  federal  spending  have  not 
proven  particularly  effective  in  recent  years  (which  is  one  reason  why  additional 
controls,  such  as  the  proposed  balanced  budget  amendment  to  the  Constitution, 
have  been  gaining  ground),  imagine  how  much  worse  things  would  be  if  every  fed- 
eral agency  was  free  to  set  its  own  spending  levels  with  no  budget  discipline  and 
only  occasional  direct  intervention  by  the  Congress.  This  is  approximately  the  situa- 
tion with  federal  regulation  today. 

I  myself  favor  deep  reform  of  almost  all  of  the  "organic"  regulatory  statutes  and 
abolition  of  many  of  them.  But  I  do  not  expect  this  to  happen  soon,  and  even  if  it 
does  I  expect  to  see  a  federal  regulatory  establishment  large  enough,  and  possessed 
of  sufficient  policy  discretion,  to  require  overarching  economic  standards  to  cabin 
that  discretion  and  regular  oversight  by  political  officials  who  are  not  charged  with 
single-minded  pursuit  of  specific  regulatory  goals.  This  is  what  S.  343  seeks  to  do. 
I  regard  its  policies  and  procedures  as  highly  desirable,  as  the  product  of  a  long- 
term  and  entirely  bipartisan  evolution  going  back  to  the  early  1970s,  and,  indeed, 
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as  essentially  inevitably.  ^  I  will  emphasize  the  "bipartisan"  nature  of  the  bill's  provi- 
sions and  the  merits  of  its  cost-benefit  and  risk  assessment  standards. 

I  am  sorry  to  have  to  bring  up  the  first  point  at  all,  but  in  recent  weeks  the  regu- 
latory reform  debate  has  become  increasingly  heated,  anecdote-driven,  and  partisan. 
The  administration's  strident  opposition  to  regulatory  reform  legislation  is  particu- 
larly regrettable.  EPA  Administrator  Carol  Browner  has  several  times  said,  for  ex- 
ample, that  if  cost-benefit  and  risk  assessment  requirements  such  as  those  in  S.  343 
had  been  in  place  in  the  1980s,  EPA  would  have  been  unable  to  ban  lead  in  gasoline 
and  "a  whole  generation  of  children  would  have  suffered  real  and  permanent  brain 
damage."  But  the  Environmental  Protection  Agency  did  follow  such  procedures  at 
the  time  of  the  lead  decision — required  by  executive  order  and  by  specific  fuel-addi- 
tive provisions  of  the  Clean  Air  Act  of  1977.  As  the  0MB  official  responsible  for  re- 
viewing EPA's  analyses  and  decisions  in  the  lead  rule,  I  can  attest  that  the  evidence 
of  the  social  benefits  of  the  rule  were  very  strong  and  that  EPA's  work  on  the  prob- 
lem was  a  model  of  sound  risk  assessment  and  serious,  committed  policy  making. 
The  rule  was  prompted  by  good  economic  and  public-health  research;  to  claim  that 
it  would  have  been  prevented  by  such  research,  and  that  a  public-health  disaster 
would  have  resulted,  is  the  opposite  of  the  truth  and  a  slur  on  the  people  at  EPA 
who  developed  the  rule. 

Moreover,  the  lead  rule  introduced  an  important  innovation  in  environmental  pol- 
icy— permitting  trading  in  limited  lead  permits  during  the  phase-down  period  as  a 
substitute  for  transactions  in  gasoline  refining  capacity — that  both  hastened  the 
pace  of  the  phase-down  and  reduced  its  economic  costs.  So  the  lead  rule  is  a  show- 
case example  not  only  of  good  cost-benefit  analysis  and  risk  assessment,  but  of  the 
economic  and  environmental  benefits  of  market-based  approaches  to  regulation  that 
are  strongly  encouraged  by  S.  343.  These  benefits  of  the  lead  rule  were  showcased 
by  the  administration  itself  in  Vice  President  Gore's  "reinventing  government"  re- 
port. ^ 

It  is  baffiing  to  me  that  the  administration  should  be  trotting  out  such  examples  ^ 
of  manifestly  beneficial  rules  as  grounds  for  opposing  legislation  that  would  force 
regulators  to  sort  out  beneficial  from  wastefiil  rules.  So  it  is  important  to  note  that 
the  policies  set  forth  in  S.  343  are  not  drastic  new  policy  departures  that  have 
sprung  suddenly  from  the  Republicans'  "Contract  with  America"  or  from  the  new 
party  composition  of  the  Congress.  Just  as  the  growth  of  health  safety,  and  environ- 
mental regulation  since  1970  has  been  a  thoroughly  bipartisan  project,"*  so  have  ef- 
forts to  control  and  improve  regulation  through  central  administration  oversight  and 
the  application  of  cost-benefit  analysis  been  thoroughly  bipartisan.  Every  president 
since  President  Nixon  has  established  procedures  by  executive  order  requiring  regu- 
latory agencies  to  assess  the  benefits  and  costs  of  major  rules  and  to  submit  them 
for  review  by  the  Executive  Office  of  the  President.  Prominent  Democrats  such  as 
Justice  Stephen  Breyer  as  well  as  prominent  Republicans  such  as  James  C.  Miller 
III  have  been  forceful  advocates  of  the  pohcies  and  procedures  embodied  in  S.  343. 

Justice  Breyer's  work,  when  he  was  a  professor  of  the  Harvard  Law  School  prior 
to  his  appointment  to  the  Supreme  Court,  has  been  particularly  important  and  in- 
fluential. His  seminal  1982  book.  Regulation  and  Its  Reform,  concluded  with  a  care- 
ful discussion  of  "Generic  Approaches  to  Regulatory  Reform"  (chapter  17),  including 
the  strengths  and  weaknesses  of  the  early  regulatory  review  efforts  of  the  Ford  and 
Carter  administrations,  and  his  recent  Breaking  the  Vicious  Circle  (1993)  is  the 
most  thorough  critique  available  of  the  political  and  public-health  deficiencies  of  cur- 


^When  President  Taft  first  directed  the  federal  agencies  to  submit  their  annual  spending 
plans  to  him  for  review,  revision,  and  forwarding  to  Congress  in  the  form  of  a  unified  budget, 
rather  than  submitting  their  plans  directly  to  their  congressional  authorizing  committees,  he 
was  denounced  as  usurping  the  constitutional  prerogatives  of  the  Congress.  But  the  growth  of 
federal  spending  over  the  subsequent  decade  produced  a  bipartisan  consensus  over  the  need  for 
central  budgetary  control,  culminating  in  the  first  Budget  Act  in  1921.  I  view  the  past  two  dec- 
ades as  analogous — with  the  growth  of  federal  regulation  prompting  increasing  efforts  over  sev- 
eral administrations  to  establish  effective  executive  control  over  regulatory  growth.  This  is 
bound  to  produce  formal  standards  and  oversight  procedures  akin  to  those  S.  343 — regulatory 
analogues  of  estabhshed  spending  controls — if  not  this  year  then  sometime  soon. 

2  Report  of  the  National  Performance  Review,  From  Red  Tape  to  Results:  Creating  a  Govern- 
ment that  Works  Better  and  Costs  Less  (September  1993),  p.  63.  As  the  report  notes,  the  lead 
permit  trading  policy  was  one  of  two  EPA  precedents  that  led  to  the  sulfur  dioxide  trading  pro- 
gram, a  major  provision  of  the  1990  Clean  Air  Act. 

3  And  not  only  Administrator  Browner  but  President  Clinton  himself  See,  for  example,  the 
recent  article  by  my  A£I  colleague  Robert  W.  Hahn,  "Regulatory  Reform — the  Whole  Story,"  The 
Wall  Street  Journal,  February  27,  1995,  p.  A-12. 

■♦The  Environmental  Protection  Agency,  the  Occupational  Safety  and  Health  Administration, 
and  the  Consumer  Product  Safety  Administra«ion  were  all  established  during  the  Nixon  admin- 
istration, for  example. 
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rent  regulatory  approaches  to  risk  reduction.  Breaking  the  Vicious  Circle  advocates 
measures  for  explicit  comparison  of  regulatory  risks  with  everyday  risks  and  central 
review  of  risk  regulations  that  go  well  beyond  those  established  in  S.  343. 

The  central  substantive  debate  over  S.  343  and  other  regulatory  reform  bills  con- 
cerns the  merits  of  cost-benefit  analysis  as  a  criterion  for  regulatory  policy.  Oppo- 
nents of  cost-benefit  analysis  argue,  inconsistently,  (a)  that  it  is  an  arcane,  techno- 
cratic exercise — policy  by  computer — that  would  strip  government  officials  of  the 
ability  to  make  balanced,  socially  aware  policy  decisions,  and  (b)  that  measuring  pri- 
vate-sector costs  and  (especially)  benefits  is  too  slippery  and  subjective  to  be  worth 
the  effort.  I  think  both  criticisms  are  highly  exaggerated — and  that  each  is  beside 
the  point. 

Cost-benefit  analysis  does  involve  a  few  distinctive  techniques,  the  most  impor- 
tant of  which  are  "discounting"  future  costs  and  benefits  to  present  values  so  that 
they  can  be  usefully  compared,  and  estimating  the  value  ("willingness  to  pay")  to 
individuals  and  populations  of  such  goods  as  reductions  in  risk  to  life  and  health 
and  increases  in  amenity  and  recreational  opportunities.  But  these  techniques  are 
fairly  elementary  and  conventional:  they  can  be  mastered  in  a  few  hours  time,  they 
are  routinely  taught  in  college  and  graduate  school  courses,  and  they  should  be  gen- 
erally understood  (sufficiently  to  be  an  intelligent  reader  of  a  cost-benefit  study)  by 
anyone  in  a  position  to  make  $50  million  policy  decisions.  If  legislators  and  regu- 
lators cannot  summon  the  intellectual  resources  to  understand  that  spending  $100 
twenty  years  from  now  is  less  costly  in  current  resources  than  spending  $100  today, 
or  to  understand  the  importance — especially  in  cases  involving  risk  of  death  or  dis- 
ease— of  carefijlly  comparing  alternatives  that  will  produce  more  or  less  risk  reduc- 
tion for  a  given  investment  of  resources,  then  I  am  at  a  loss  to  know  how  regulatory 
goals  and  priorities  are  to  be  determined.  Cost-benefit  analysis  is  not  an  abdication 
of  human  judgment;  it  is  the  rigorous  application  of  that  judgment. 

Cost-benefit  analysis  does  involve  uncertainties  and  opportunities  for  subjective 
judgements — opportunities  that  can  be  used  to  twist  the  conclusions  of  a  study  to 
fit  the  preconceptions  of  a  regulatory  official,  an  0MB  official,  or  a  senator.  I  have 
written  about  the  deficiencies  of  cost-benefit  analysis  in  detail.^  The  most  important 
difficulty,  in  my  view,  is  simply  that  individual  interests  and  preferences  vary  wide- 
ly with  respect  to  most  of  the  things  government  regulation  is  concerned  with.  Dif- 
ferent people  attach  different  values  to,  and  are  willing  to  pay  different  amounts 
for,  somewhat  cleaner  lakes  or  additional  safety  gear  on  automobiles — because  of 
differences  in  income,  occupation,  age,  skill  (driving  skill  for  example),  health  status, 
and  taste.  Any  attempt  at  estimating  the  "social"  costs  and  benefits  of  a  uniform 
government  rule  will  obscure  these  differences  to  some  extent. 

But  these  and  other  criticisms  of  cost-benefit  analysis  miss  the  central  point, 
which  is  that  the  problems  are  not  in  the  effort  to  measure  costs  and  benefits  but 
in  the  nature  of  government  regulation  itself.  To  say  that  individual  preferences  dif- 
fer in  ways  a  single  cost-benefit  assessment  cannot  capture  is  the  same  thing  as 
saying  that  a  uniform  government  rule  will  necessarily  be  too  strict  and  costly  for 
some  people  and  too  lenient  and  cheap  for  others.  There  is  simply  no  escaping  the 
need  for  averaging  and  approximation  where  government  has  some  legitimate  regu- 
latory role  (so  that  the  absence  of  regulation  would  leave  even  more  people  less  well 
off).  The  question  is,  how  is  the  best  balance  to  be  struck?  The  purpose  of  cost-bene- 
fit analysis  is  not  to  provide  the  answer  but  to  frame  the  debate  in  a  useful  and 
productive  way. 

I  believe  that  careful  inquiry  into  the  costs  and  benefits  of  specific  regulatory  poli- 
cies is  the  only  way  to  discuss  regulatory  policies  intelligently.  If  you  ask  someone 
who  says  he  is  opposed  to  cost-benefit  analysis — say  a  representative  of  the  Sierra 
Club  or  the  AFL-CIO — to  explain  why  he  favors  some  particular  EPA  or  OSHA 
rule,  he  will  invariably  respond  with  assertions  about  the  harms  being  suffered 
under  current  circumstances  and  the  benefits  that  will  result  from  changing  those 
circumstances.  This  is  casual  cost-benefit  analysis;  more  formal  cost-benefit  exer- 
cises are  simply  efforts  to  understand  the  assumptions  and  completeness  of  such  as- 
sertions as  thoroughly  as  possible. 

Cost-benefit  analysis,  correctly  understood,  performs  two  critical  political  fimc- 
tions  in  regulatory  policy.  The  first  and  simplest  is  to  screen  out  clearly  excessive 
rules  and  thus  to  counteract  the  natural  tendency  of  single-mission  regulatory  agen- 
cies to  be  overzealous — "overzealous"  meaning  forcing  private  expenditures  in  pur- 
suit of  public  goods  that  are  vastly  in  excess  of  what  informed  citizens  (even  the 
most  wealthy,  risk-averse,  or  environmentally  sensitive)  would  support.  The  various 


5 Christopher  DeMuth,  "Constraining  Regulatory  Costs — Part  I:  The  White  House  Review  Pro- 
grams," Regulation,  Jan/Feb  1980,  p.  13;  "Constraining  Regulatory  Costs — Part  II:  The  Regu- 
latory Budget,"  Regulation,  Mar/Apr  1980,  p.  29. 
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regulatory  "horror  stories"  that  have  been  offered  by  proponents  of  regulatory  re- 
form legislation  in  recent  weeks  are  largely  of  this  variety.  I  can  say  from  my  years 
as  regulatory  overseer  at  0MB  that  the  mere  obligation  to  explain  publicly  the  like- 
ly benefits  and  costs  of  a  dubious  rule  (to  try  "to  pass  the  hee-haw  test,"  as  they 
say  in  the  bureaucracy)  is  a  useful  counterweight  to  the  slanted  incentives  that  exist 
in  all  program  agencies. 

The  second  function — less  dramatic  but  more  important — is  to  provide  a  produc- 
tive framework  for  debating  the  merits  of  the  many  close  cases  in  regulatory  policy, 
where  reasonable  people  will  differ  on  what  the  correct  policy  should  be.  Govern- 
ment rulemaking,  despite  all  its  trappings  of  procedure  and  formal  findings  and  ra- 
tionality, is  a  competitive  process:  not  only  the  officially  responsible  regulatory  offi- 
cials, but  also  members  of  Congress,  members  of  the  president's  administration  from 
other  agencies  and  from  the  president's  Executive  Office,  representatives  of  groups 
most  directly  affected  by  a  rule,  and  members  of  the  general  public,  will  typically 
have  important  views  and  interests  which  they  legitimately  wish  to  be  taken  into 
account.  It  has  been,  however,  a  slanted  and  imperfect  sort  of  competition.  The 
opaqueness  and  obscurity  of  traditional  rulemaking  has  tended  to  narrow  the  scope 
of  debate  to  the  views  of  those  most  immediately  affected — well  organized  and  fund- 
ed interest  groups,  the  professional  staffs  of  program  subcommittees  in  the  Con- 
gress, and  the  bureaucracy  itself — excluding  those  whose  interests  are  more  general 
and  therefore  more  balanced.  This  is  the  institutional  source  of  the  problem  of  regu- 
latory "capture"  and  undue  interest-group  influence. 

Obliging  regulators  (a)  to  lay  out  clearly  and  succinctly  their  estimates  of  the  like- 
ly benefits  and  costs  of  a  proposed  course  of  action,  (b)  to  identify  alternative  policies 
for  achieving  the  objective  at  hand,  and  (c)  to  choose  the  policy  with  the  greatest 
net  benefits  to  the  general  public,  addresses  these  problems  in  two  ways:  by  widen- 
ing effective  participation  in  regulatory  debate  and  by  focusing  that  debate  on  the 
general  public  interest.  Thus  it  is  not  adventitious  that  S.  343  should  combine  the 
cost-benefit  standard  with  procedures  for  regulatory  review  by  the  president,  the 
Congress,  and  the  courts  (and  in  certain  circumstances  by  public  petitioners).  The 
standard  and  the  procedures  are  integral  parts  of  making  regulation  more  effective 
and  public  spirited. 

Before  concluding  I  would  like  to  make  two  final  points,  concerning  S.  343's  risk 
assessment  provisions  and  the  criticism  that  the  bill  will  "create  more  bureaucracy, 
not  less." 

First,  the  risk  assessment  provisions  in  S.  343  are  an  admirable  distillation  of  the 
best  current  thinking  on  the  use  of  scientific  data  on  health  risks  in  regulatory  deci- 
sion making.  The  policy  that  risk  regulators  should  use  "best  estimates"  rather  than 
"upper-bound"  or  "conservative"  estimates  is  especially  important;  it  reflects,  I  be- 
lieve, a  solid  current  consensus  of  those  professionally  conversant  with  risk  assess- 
ment. The  use  of  "conservative"  risk  assessments  was  originally  based  on  the  view 
that  this  was  an  appropriate  means  of  ensuring  an  "adequate  margin  of  safety"  in 
risk  regulation;  it  later  came  to  be  used,  surreptitiously,  as  a  means  of  arousing 
public  support  for  specific  regulations  or  product  bans  by  hugely  exaggerating  the 
real  risks  to  real  people.  But  the  deep  problem  with  "conservative"  risk  assessment 
is  not  that  it  produces  "stricter"  regulation  than  some  people  might  want  or  that 
it  is  prone  to  political  misuse;  rather,  it  produces  a  random  scrambling  of  policy  pri- 
orities across  different  plausible  health  and  safety  risks  (based  on  the  estimating 
contingencies  presented  by  different  substances  and  media  rather  than  on  real  fac- 
tors), and  thereby  seriously  confiises  the  task  of  producing  the  greatest  public  health 
benefits  for  a  given  amount  of  resources.^  For  this  reason,  systematic  application  of 
"best"  rather  than  "upper-bound"  risk  estimates  ought  to  be  strongly  supported  by 
the  strongest  proponents  of  risk  regulation. 

The  bill's  further  requirements  that  agencies  distinguish  scientific  findings  from 
estimates  of  risk,  that  they  present  lower-bound  and  best  estimates  as  well  as 
upper-bound  estimates,  and  that  they  compare  the  risks  to  be  regulated  with  famil- 
iar everyday  risks,  are  all  straightforward  and  promising  means  of  making  policy 
assumptions  more  transparent  and  understandable  to  outsiders — thereby  screening 
out  egregious  rules  and  widening  effective  debate  over  plausible  rules  in  the  manner 
I  discussed  earlier. 

Finally,  the  criticism  that  S.  343  and  similar  reform  bills  would  "add  bureaucracy" 
contains  an  element  of  truth  but  is,  like  the  criticisms  of  cost-benefit  analysis  dis- 
cussed earlier,  wildly  exaggerated  and  ultimately  irrelevant.  I  must  say  that  EPA 
Administrator  Browner's  recent  statement  to  the  Congress,  that  complying  with 


6  See  Albert  L.  Nichols  and  Richard  J.  Zeckhauser,  "The  Perils  of  Prudence:  How  Conservative 
Risk  Assessments  Distort  Regulation,"  and  John  F.  Morrall  III,  "A  Review  of  the  Record,"  Regu- 
lation, Nov/Dec  1986,  pp.  13,  25. 
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policies  such  as  those  in  S.  343  would  require  900  new  EPA  employees  and  a  budget 
increase  of  $220  million,  is  absurd.  EPA  has  been  preparing  cost-benefit  and  risk 
assessments  for  years.  Doing  the  work  better  and  more  routinely,  using  best  rather 
than  upper-bound  risk  estimates,  and  explaining  assumptions  and  conclusions  clear- 
ly on  the  public  record,  may  be  somewhat  more  expensive  but  not  much  more  expen- 
sive: S.  323's  primary  challenge  is  to  the  agency's  intellectual  resources,  not  its 
budgetary  resources  of  FTEs.  If  Administrator  Browner's  cost  estimates  for  regu- 
latory reform  legislation  are  any  indication  of  EPA's  current  competence  in  cost  esti- 
mation, then  the  need  for  S.  323  is  even  greater  than  I  had  supposed. 

But  the  proper  question  is  not  how  many  people  are  employed  in  the  federal  gov- 
ernment in  producing  regulations,  but  what  is  the  sum  of  the  government  and  pri- 
vate-sector costs  of  regulation  (and  whether  the  resulting  social  benefits  are  worth 
these  costs).  The  private-sector  costs  of  complying  with  EPA  and  other  federal  regu- 
lations are  incomparably  larger  than  the  budgets  of  the  agencies  issuing  the  rules; 
this  huge  "leverage"  suggests  that  investments  in  improving  the  substance  of  federal 
rules  can  have  large  total  payoffs.  In  any  event,  the  size  and  social  importance  of 
the  federal  regulatory  establishment  is  today  so  great  that  extended  controversy 
over  new  and  existing  "major"  rules — involving  the  Congress,  the  president's  imme- 
diate office,  interest  groups,  and  the  general  public — is  a  certainty,  not  something 
contingent  on  new  legislation.  The  question  is  not  whether  these  debates  will  take 
place;  the  questions  are  what  will  be  the  terms  of  the  debates,  what  kind  and  detail 
of  information  the  agencies  will  provide  to  those  involved  in  the  debates,  and  what 
standards  the  agencies  and  the  courts  will  apply  in  making  final  decisions.  These 
are  the  questions  S.  343  seeks  to  answer,  and  I  believe  it  provides  the  correct  an- 
swers. 

The  basic  provisions  of  S.  343  have  been  evolving  for  nearly  a  quarter  of  a  century 
now,  through  a  succession  of  increasingly  detailed  executive  orders,  through  judicial 
decisions  reviewing  regulatory  decisions,  and  through  the  internal  practices  of  the 
regulatory  agencies  themselves.  They  have  not,  rather  obviously,  cured  all  of  the 
problems  of  regulatory  excess,  but  they  have  made  a  start.  Enacting  them  into  law 
through  legislation  as  clear  and  forceful  as  S.  343  will  produce  immediate  and  sub- 
stantial further  progress — by  improving  the  quality  of  information  provided  by  the 
agencies  to  the  Congress,  the  president  Executive  Office,  and  the  general  public;  by 
narrowing  and  clarifying  the  policy  discretion  of  regulatory  officials;  and  by  applying 
established  policies  and  procedures  to  the  so-called  "independent"  regulatory  agen- 
cies as  well  as  the  "executive"  agencies.  With  any  luck,  the  improved  information 
Congress  will  receive  on  specific  regulatory  issues  will  also  lay  the  groundwork  for 
future  improvements  to  the  organic  regulatory  statutes  themselves. 

APPENDIX 

Specific  Comments  on  the  Grassley  Substitute 

The  greatest  merit  of  the  Grassley  Substitute  is  that  it  directly  amends  the  Ad- 
ministrative Procedure  Act  and  integrates  the  cost-benefit  standard  with  the  tradi- 
tional "arbitrary  of  capricious"  standard  of  administrative  law.  Anything  less  than 
this  would,  I  am  certain,  lead  to  an  enormous  amount  of  confusion  and  needless  liti- 
gation. Like  many  students  of  regulatory  policy  and  administrative  law,  I  have  long 
believed  that  the  arbitrary-or-capricious  standard  implies  something  very  like  a 
cost-benefit  standard:  a  rule  whose  rulemaking  record  suggests  that  it  is  likely  to 
cost  society  more  than  its  benefits  is,  to  my  mind,  an  arbitrary  rule  by  definition. 
This  position  is  certainly  open  to  argument.  But  if  the  regulatory  agencies  are  to 
be  required,  as  I  think  they  should  be,  to  assess  the  benefits  and  costs  of  their  rules 
carefully  and  to  heed  the  results,  then  only  mischief  can  result  from  any  ambiguity 
concerning  whether  a  reviewing  court  should  consider  an  agency's  cost-benefit  stud- 
ies and  judgements  in  determining  the  lawfulness  of  a  rule  under  established  stand- 
ards of  review.  The  new  5  U.S.C.  §625  is  clear  and  precise  on  this  point. 

Other  virtues  of  the  Grassley  Substitute  are  its  avoidance  of  gratuitous  rhetorical 
flourishes  about  the  horrors  of  overregulation  or  underregulation,  the  intelligence 
and  balance  of  its  provisions  concerning  cost-benefit  analysis  and  risk  assessment, 
and  its  abstention  from  interfering  with  the  president's  constitutional  prerogatives 
or  micromanaging  his  supervision  of  subordinate  officers  (with  the  minor  and  par- 
donable exception  of  the  time  limit  on  Executive  Office  review  of  agency  proposals). 
And  it  goes  out  of  its  way  to  abolish  the  so-called  Delaney  Clause — a  naive  and 
harmful  law  that  has  been  rendered  obsolete  by  modern  understanding  of  food  and 
carcinogens,  and  that,  as  far  as  I  can  see,  is  now  recognized  by  virtually  everyone 
on  all  sides  of  the  food-safety  debates  to  be  an  interference  with  sound  regulatory 
policy. 
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I  have  a  few  quibbles  with  the  Grassley  Substitute.  I  think  the  Regulatory  Flexi- 
bility Act  would  become  redundant — a  pointless  paperwork  exercise — with  enact- 
ment of  the  other  provisions  of  S.  343,  and  should  be  repealed  rather  than  reen- 
acted;  and  I  dislike  the  special  provision  encouraging  agencies  to  assess  regulatory 
costs  and  benefits  "on  an  industry  by  industry  basis."  I  worry  that  these  provisions 
will  distract  agencies  from  thinking  about  the  general  social  benefits  and  costs  of 
their  policies,  and  to  focus  instead  on  helping  or  hurting  particular  industries  or 
business  sectors.  The  health,  safety,  and  environmental  agencies  are  already  strong- 
ly inclined  toward  seat-of-the-pants  "industrial  policy" — calibrating  rights  and  re- 
sponsibilities according  to  the  perceived  profitability,  political  "clout,"  or  social  wor- 
thiness of  different  industries  and  sectors,  often  in  ways  that  seriously  compromise 
the  agencies'  legitimate  policy  missions.  The  central  cost-benefit  policies  of  S.  343 
are  a  powerful  antidote  to  this  problem,  but  could  be  perverted  by  statutory  author- 
ity for  'tilting"  analyses  in  favor  of  particular  business  groups.  A  related  point  is 
that  regulatory  agencies  tend  to  think  of  regulatory  costs  as  expenditures  incurred 
by  business  firms  rather  than,  properly,  as  costs  bom  ultimately  by  consvuners  and 
workers;  the  provisions  I  am  objecting  to  would  reinforce  this  fallacy. 

It  is  also  true  that  government  regulations,  because  they  often  take  the  form  of 
technology  standards  and  impose  costs  in  the  form  of  overhead  costs,  tend  to  advan- 
tage large  firms  over  smaller  ones  and  incumbent  firms  over  new  entrants.  In  my 
judgment,  the  Regulatory  Flexibility  Act  and  S.  343's  "industry  by  industry"  provi- 
sion are  less  useful  in  combating  these  problems  than  the  bill's  provisions  encourag- 
ing performance  standards  and  market-incentive  policies  and  its  definition  of  "costs" 
to  include  "reduced  consumer  choice,  substitution  effects,  and  impeded  technological 
advancement"  (§621(4)). 

As  a  final  detail,  I  note  that  the  bill's  requirement  that  risk  assessments  be  pre- 
pared for  all  major  rules  "relating  to  human  health,  safety,  or  the  environment" 
(§  634(a))  is  a  bit  overbroad.  Although  risk  reduction  is  a  prominent  justification  of 
environmental  rules,  many  such  rules  have  little  or  nothing  to  do  with  human 
health  but  rather  aim  to  improve  amenity  or  aesthetics  or  to  protect  natural  re- 
sources. Risk  assessments  should  be  required  only  where  risks  to  human  health  or 
safety  are  at  issue;  environmental  rules  with  other  purposes  should  be  justified  by 
assessments  of  the  social  benefits  of  improved  amenity,  natural  protections,  etc. 

On  the  whole,  however,  the  Grassley  Substitute  is  an  exemplary  piece  of  legisla- 
tive draft;smanship  and  the  clearest  embodiment  to  date  of  the  "generic"  regulatory 
reform  ideas  that  have  been  circulating  in  policy  and  academic  circles  for  the  past 
two  decades. 

The  Chairman.  Thank  you  so  much. 
Mr.  Sunstein. 

STATEMENT  OF  CASS  R.  SUNSTEIN 

Mr.  Sunstein.  Thank  you,  Mr.  Chairman. 

I  share  the  general  enthusiasm  for  S.  343,  and  especially  for  Sen- 
ator Grassley's  substitute,  which  is  moving  in  the  right  directions 
and  very  good,  indeed. 

Let  me  suggest,  in  the  limited  time  I  have,  negative  points,  ac- 
centuating those,  having  to  do  with  three  procedural  aspects  of  S. 
343  in  its  current  form  that  could  be  changed  in  a  way  that,  I 
think,  would  strengthen  the  bill.  They  all  have  to  do  with  the  sort 
of  thing  that  Mr.  Howard  was  talking  about,  excessive  procedure, 
and  I  can  describe  them  very  briefly,  court  review,  peer  review,  and 
Congressional  review.  Those  are  the  three  points  of  criticism. 

With  respect  to  judicial  review,  I  think  that  the  administration's 
concern  is  strongest  insofar  as  it  is  focused  on  the  review  of  exist- 
ing rules  provisions,  that  is.  Section  623.  The  problem  here  is  that 
there  are  lots  of  existing  rules  and  Section  623  allows  private  par- 
ties to  divert  public  resources  to  defend  in  cost/benefit  analysis 
things  that  have  been  on  the  books  for  a  long,  long  time.  It  is  this 
problem  of  private  coaptation  of  public  resources  in  the  undemo- 
cratic arena  of  the  judiciary  that  is  most  problematic  about  Section 
623.  I  suggest  that  it  ought  to  be  deleted. 


You  have  rightly  pointed,  Mr.  Chairman,  to  the  need  for  an  en- 
forcement mechanism  for  the  existing  rule  provision.  This  isn't  it. 
It  is  not  an  enforcement  mechanism.  Courts  aren't  going  to  require 
agencies  very  often  to  repeal  existing  rules  under  Section  623.  It 
is  just  a  method  for  delay  and  obstruction  and  wasting  taxpayer  re- 
sources. The  existing  rule  provision,  insofar  as  it  allows  court  re- 
view of  cost/benefit  analysis  of  what  is  on  the  books,  just  delete  it. 
It  will  simplify  the  bill  and  save  costs. 

The  second  suggestion  is  that  the  peer  review  provision  of  Sec- 
tion 639  ought  to  be  deleted  as  well.  I  think  Mr.  Howard  is  just 
right  on  that.  It  is  vague.  It  is  not  clear  what  it  means,  exactly. 
It  is  a  new  bureaucratic  stage  which  ought  to  be  avoided,  other 
things  being  equal.  It  entails  a  risk  that  private  groups  will  get  an 
additional  bite  at  the  apple.  Peer  review  need  not  mean— take  it 
from  an  academic-peer  review  need  not  mean  objective  review.  It 
means  another  layer  of  review,  and  this  layer  of  review,  you  don't 
know  exactly  who  is  going  to  be  on  it.  There  haven't  been  enough 
experiments  with  it  yet. 

At  most,  change  639,  I  suggest,  not  to  be  a  requirement  to  the 
Office  of  Science  and  Technology  but  an  authorization  to  the  Office 
of  Science  and  Technology  so  that  there  can  be  requirements  before 
there  is  a  requirement  in  law.  The  Office  of  Science  and  Technology 
really  has  better  things  to  do  than  create  this  new  bureaucratic 
structure. 

The  third  problem,  I  think,  is  the  least  troublesome  of  the  three. 
That  is  the  system  of  Congressional  review  set  up  in  Section  801. 
This,  I  think,  isn't  necessary  because  Congress  and  already  does 
eliminate  rules  and  regulations  that  it  doesn't  like.  The  danger 
with  a  formal  procedure  of  this  kind  is  it  gives  private  groups  an- 
other bite  of  the  apple  to  exercise  pressure  on  committees  that  are 
entrusted  with  supervision  of  rules.  That  additional  bite  of  the 
apple  will  be  costly,  it  will  divert  legislative  time,  which  we  all 
know  is  scarce. 

In  some  modest  ways,  too,  I  think  this  mechanism  for  Congres- 
sional review  is  inconsistent  with  sound  understandings  of  the  sep- 
aration of  powers,  in  which  Congress  makes  law,  preferably  under 
clear  substantive  guidelines,  and  then  agencies  implement  law. 
This  system  of  Congressional  review,  to  the  extent  that  it  is  formal- 
ized, I  think,  threatens  to  waste  Congressional  resources,  increase 
interest  group  power,  and  not  provide  an3rthing  that  Congress 
doesn't  have  at  all.  If  we  continue  with  a  section  like  801,  it 
wouldn't  be  a  disaster,  but  I  think  the  bill  would  be  strengthened 
if  it  were  eliminated. 

Let  me  end  by  suggesting  that  the  bill  could  be  strengthened  by 
changing  these  three  review  provisions  but  also  by  increasing  some 
of  its  substantive  bite.  It  is  very  good,  I  think,  that  the  Delaney 
Clause  is  eliminated  by  the  bill.  That  is  a  nice  improvement  by 
Senator  Grassley. 

The  bill  could  be  strengthened  insofar  as  it  requires  consider- 
ation of  market-oriented  mechanisms.  It  is  a  little  tepid  on  that  in 
its  current  form.  It  doesn't  refer  to  disclosure  of  information  as  a 
regulatory  tool.  There  is  a  lot  of  good  evidence  that  disclosure  of 
information  is  an  excellent  regulatory  tool. 
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The  bill  might  be  improved  by  saying  that  notwithstanding  any 
other  provision  of  law,  market-oriented  strategies  or  provision  of 
information  can  be  used  by  agencies,  or,  perhaps,  must  be  used  by 
agencies,  if  they  would  be  more  cost  effective.  The  bill,  surprisingly, 
on  that  substantive  front  is  a  little  weak,  weaker  than  we  might 
expect. 

Also,  agencies  might  be  required  explicitly  to  ensure  that  any 
risks  the  regulation  imposes  are  not  greater  than  the  risks  the  reg- 
ulation addresses.  We  now  know  that  there  is  a  problem  of  counter- 
vailing risks  exceeding  existing  risks.  These  are  steps  that  would 
make  the  bill  even  better  than  it  now  is,  and  I  will  stop  there. 

[The  prepared  statement  of  Mr.  Sunstein  follows:] 

Prepared  Statement  of  Cass  R.  Sunstein 

Mr.  Chairman  and  Members  of  the  Committee:  I  am  grateful  for  the  opportunity 
to  appear  before  you  today  to  discuss  the  issues  of  law  and  policy  raised  by  recent 
regulatory  reform  proposals.  As  a  teacher  of  administrative  law  and  regulatory  pol- 
icy, and  as  a  former  Department  of  Justice  employee  involved  in  the  drafting  of 
President  Reagan's  "cost-benefit"  Executive  Order,  I  am  most  enthusiastic  about  the 
general  goals  of  these  proposals.  There  can  be  no  doubt  about  the  importance  of  the 
concerns  that  underlie  regulatory  reform — excessive  regulatory  costs,  poor  priority- 
setting,  too  little  balancing,  inefficient  and  ineffective  regulatory  tools.  It  is  now 
time  for  an  "Administrative  Substance  Act"  complementing  the  largely  successful 
Administrative  Procedure  Act. 

A  number  of  current  proposals  attempt  to  respond  to  these  concerns.  I  will  con- 
centrate here  on  S.  343  and  S.  291,  though  my  remarks  bear  on  other  proposals  as 
well.  I  believe  that  S.  291  would  be  a  salutary  step.  I  do,  however,  have  several  con- 
cerns about  S.  343,  which  would  contain  an  odd  program  of  "peer  review,"  which 
could  create  excessive  confusion  about  existing  rules,  and  which  might  well  give  ex- 
cessive power  to  federal  courts.  My  most  basic  suggestion  is  that  Congress  should 
attempt  a  merger  of  S.  291  and  S.  343  so  as  to  codify  the  best  of  practices  under 
Presidents  Reagan,  Bush,  and  Clinton — practices  that  call  for  careful  analysis  of 
regulatory  consequences  without  increasing  judicial  power. 

My  testimony  is  organized  as  follows.  The  first  two  sections  discuss  the  most 
promising  features  of  the  reform  proposals — the  emphasis  on  better  priority-setting, 
on  balancing  rather  than  absolutism,  and  on  economic  incentives  rather  than  rigid 
mandates.  Next  I  explore  the  major  problems  with  S.  343:  the  danger  of  allowing 
private  cooptation  of  public  resources  through  privately  compelled  analysis  of  exist- 
ing rules;  the  risk  of  excessive  judicial  involvement  in  democratic  arenas;  the  idea 
of  "peer  review"  for  risk  assessment;  and  the  unduly  narrow  conception  of  cost-bene- 
fit analysis.  I  conclude  with  some  suggestions  for  revision  of  the  current  proposals. 

I.  IN  GENERAL 

No  one  can  dispute  the  claim  that  federal  regulation  is  too  expensive.  We  could 
accomplish  the  same  amount  at  much  lower  expense.  Nor  should  anyone  dispute  the 
claim  that  government  ought  to  engage  in  better  risk  assessment  and  priority-set- 
ting. Too  often  large  amounts  are  devoted  to  small  problems,  and  small  amounts  are 
devoted  to  large  problems.  See  generally  Stephen  Breyer,  Breaking  the  Vicious  Cir- 
cle (1993);  Richard  Pildes  &  Cass  R.  Sunstein,  Reinventing  the  Regulatory  State,  59 
University  of  Chicago  Law  Review  1  (1995). 

As  a  way  of  making  these  points  more  vivid,  consider  the  following  chart,  de- 
signed to  show  regulations  passing  or  failing  "cost-benefit  analysis"  (CBA)  and 
"health-health  analysis  (comparing  health  gains  and  health  loS'ses  from  regulation): 

Cost-per-life- 
Year  Agency  Status  ,--^^992 

$) 

Budgeted  regulations: 

1.  Steering  column  protection  1967  NHTSA  F 0.1 

2.  Unvented  space  heaters  ...  1980  CPSC F 0.1 

3.  Cabin  fire  protection 1985  FAA F 0.3 

4.  Passive  restraints/belts  ....  1984  NHTSA  F 0.4 

5.  Fuel  system  integrity  1975  NHTSA  F 0.4 
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Year 

Agency 

Status 

Cost-per-life- 
saved  (mil- 
lions of  1992 
%) 

6  Trihalomethanes 

1979  

1989  

1985  

1984  

1984  

1984  

1988    

EPA  

OSHA-S  

04 

7  Underground  constr  

8  Alcohol  and  drug  control 

0  4 

FRA  

OSHA-S  

0.7 

9  Servicing  wheel  rims 

0  7 

10  Seat  cushion  flammability 

11  Floor  emergency  lighting  .. 

FAA 

FAA 

OSHA-S  

0  8 

0.9 

12  Crane  susp  pers.  platt 

....                 12 

13  Children's  sleepware  flam- 
mability. 

14  Side  doors    

1973  

1979  

1988  

1983  

1986  

1984  

1987  

1984  

1987  

1984  

1983  

1978  

1983  

1989  

1976  

1978  

1979  

1986  

1984  

1984  

1984  

1978  

1984  

1984  

1987  

CPSC  

NHTSA  

OSHA-S  .   ..  . 

18 
1.8 

15  Conor  and  masonry  constr 

16  Hazard  communication 

19 

OSHA-S  

2.4 

17  Asbestos 

OSHA-H     

2  8 

18  Benzene/fugitive  emiss 

EPA  

OSHA-S  

3.8 

Regulations  failing  BCA  test: 

19  Gram  dust     

8.8 

20  Radionuclides/uran  mines 

EPA  

OSHA-H  

OSHA-H  

9.3 

Regulations  falling  HHA  (and  BCA) 
test: 
21  Benzene 

23.1 

22.  Ethylene  oxide  

23  Uran  mill  tail/inact 

34.6 

EPA  

OSHA-H  

37  3 

24.  Aciylonitrile  

25  Uran  mill  tail  /active 

50.8 

EPA  

EPA  

OSHA-H  

71.6 

26  Asbestos 

72  9 

27  Coke  ovens 

83.4 

28  Arsenic 

OSHA-H  

125.0 

29  DES  (cattlefeed) 

FDA  

EPA  

EPA  

EPA  

EPA  

OSHA-H  

EPA  

EPA  

OSHA-H  

178.0 

30  Arsenic/glass  manufact     . 

31.  Benzene/storage  

32  Radionuclides/DOE  facil  ... 

33.  Radionuclides/elim.  phos  .. 

34.  Acrylonitrile  

35.  Benzene/ethyl benz./styr  

36.  Benzene/maleic  anhydride 

37.  Formaldehyde  

192  0 

....     R  

....     R  

....     R  

....     R  

....     R  

....     R  

....     F 

273.0 

284.0 

365.0 

416.0 

652.0 

1,107.0 

119,000.0 

(Source:  Lutter  &  Morrall,  Health-Health  Analysis,  8  Journal  of  Risk  and  Uncertainty  43,  59  (1994).  Note  that  "health-health"  analysis  at- 
tempts to  incorporate  health  losses  resulting  from  regulatory  expenditures.  Note  too  that  in  order  to  evaluate  any  particular  regulation.  It  is 
necessary  to  know  all  of  the  aggregate  benefits,  including  aesthetic,  recreational,  and  morbidity  gams  as  well  as  deaths  prevented,  and  that 
it  makes  sense  to  spend  more  resources  m  some  contexts  because  of  the  democratic  judgments  discussed  below.) 

This  chart  certainly  does  not  tell  us  everything  that  we  need  to  know  about  fed- 
eral regulation.  But  it  does  suggest  that  regulation  is  not  well-coordinated,  that 
some  programs  cost  too  much,  and  that  proper  priorities  are  not  being  set.  In  this 
light,  it  cannot  be  doubted  that  Congress  should  take  steps  to  ensure  more  sensitiv- 
ity to  cost  and  better  coordination  and  priority-setting.  For  this  reason,  the  basic 
goals  of  regulatory  reform  ought  to  receive  enthusiastic  bipartisan  approval. 

H.  INFORMATION  AND  INCENTIVES 

Regulation  is  often  based  on  ineffective,  inefficient,  and  undemocratic  tools — on 
rigid  commands  rather  than  flexible  incentives.  In  fact  a  pervasive  source  of  regu- 
latory inefficiency  in  the  United  States  is  the  use  of  rigid,  highly  bureaucratized 
"command  and  control"  regulation,  which  dictates,  at  the  national  level,  control 
strategies  for  hundreds,  thousands,  or  millions  of  companies  and  individuals  in  an 
exceptionally  diverse  nation.  Command  and  control  regulation  is  a  dominant  part 
of  American  government  in  such  areas  as  environmental  protection  and  occupational 
safety  and  health  regulation. 

In  the  environmental  context,  command  and  control  approaches  usually  take  the 
form  of  regulatory  requirements  of  the  "best  available  technology"  (BAT),  which  are 
almost  always  imposed  only  on  new  pollution  sources.  BAT  strategies  are  a  defining 
characteristic  of  regulation  of  the  air,  the  water,  and  conditions  in  the  workplace.  ^ 
From  the  democratic  standpoint,  one  of  the  many  problems  with  BAT  strategies  is 


iSee,  e.g.,  42  U.S.C.  7411(a)(1)(C)  (Clean  Air  Act);  33  U.S.C.  1316(a)(1)  (Class  Water  Act). 
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that  they  focus  legislative  and  bureaucratic  attention  not  on  the  important  question 
of  regulatory  ends  (how  much  health  gain  will  we  get,  and  at  what  cost?)  but  in- 
stead on  the  less  important  and  often  impenetrable  question  of  regulatory  means 
(which  technology  is  best?)  From  the  economic  standpoint,  a  problem  with  BAT 
strategies  is  that  they  ignore  the  enormous  differences  among  plants  and  industries 
and  among  geographical  areas.  It  is  not  sensible  to  impose  the  same  technology  on 
industries  in  diverse  areas — regardless  of  whether  they  are  polluted  or  clean,  popu- 
lated or  empty,  or  expensive  or  cheap  to  clean  up. 

BAT  strategies  have  a  further  problem:  They  require  all  new  industries  to  adopt 
costly  technology,  and  allow  more  lenient  standards  to  be  imposed  on  existing  plants 
and  industries.  Through  this  route  BAT  strategies  actually  penalize  new  products, 
thus  discouraging  investment  and  perpetuating  old,  dirty  technology.  Such  strate- 
gies also  fail  to  encourage  new  pollution  control  technology  and  indeed  may  well  dis- 
courage it  by  requiring  its  adoption  for  no  financial  gain.  In  general,  governmental 
specification  of  the  "means"  of  achieving  desired  ends  is  a  good  way  of  producing 
excessive  cost.  Instead  of  permitting  industry  and  consumers  to  choose  the 
"means" — and  thus  to  impose  a  form  of  market  discipline  on  that  question — govern- 
ment often  selects  the  means  in  advance.  The  govemmentally-prescribed  means  is 
often  the  inefficient  one. 

Consider,  for  example,  the  fact  that  workers'  compensation  programs  appear  quite 
effective  in  encouraging  greater  workplace  safety;  indeed,  workers'  compensation 
programs  are  more  effective,  and  more  cost-effective,  than  the  Occupational  Safety 
and  Health  Administration.  According  to  a  recent  study,  "If  the  safety  incentives  of 
workers'  compensation  were  removed,  fatality  rates  in  the  United  States  economy 
would  increase  by  almost  30  percent.  Over  1200  more  workers  would  die  from  job 
injuries  every  year  in  the  absence  of  the  safety  incentives  provided  by  workers'  com- 
pensation." ^  This  contrasts  with  a  mere  2-4%  reduction  in  injuries  from  OSHA,  an 
amount  that  links  up  well  with  the  fact  that  annual  workers'  compensation  pre- 
miums are  more  than  1000  times  as  large  as  total  annual  OSHA  penalties.^ 

A  special  virtue  of  S.  343  and  S.  291  is  that  they  both  recognize  the  democratic 
and  economic  advantages  of  market-oriented  instruments,  based  on  economic  incen- 
tives. This  recognition  is  consistent  with  an  established  body  of  academic  work  '*  and 
also  with  growing  trends  at  the  national  and  state  levels.  Insofar  as  these  bills 
would  recognize  congressional  enthusiasm  for  more  inventive,  cost-effective  means 
of  achieving  shared  ends,  they  should  receive  bipartisan  approval.  Indeed,  the  bills 
might  even  be  strengthened  by  saying  that  agencies  are  always  authorized  to  select 
more  cost-effective  methods,  even  if  those  methods  appear  foreclosed  by  organic  stat- 
utes.s 

One  gap  in  the  current  reform  bills  is  that  they  do  not  refer  explicitly  to  the  provi- 
sion of  information  as  a  possible  way  of  controlling  risk.  Section  622  of  S.  353  might, 
for  example,  refer  to  informational  approaches  in  subsection  c(2)(C)(iii).  Disclosure 
of  information  can  be  a  helpful  and  cost-effective  strategy.^  For  example,  workers 
often  do  respond  to  new  information  about  risks,  quitting  or  demanding  higher  sala- 
ries. Consumers  often  react  well  to  public  or  private  information  about  danger  lev- 
els. In  general,  there  is  every  reason  to  think  that  disclosure,  if  suitably  designed, 
can  be  an  effective  mechanism  for  promoting  economic  and  democratic  goals. 

III.  EXISTING  RULES  AND  JUDICIAL  REVIEW 

I  now  turn  to  problems  with  S.  343.  The  first  of  these  problems  is  that  by  compel- 
ling reviews  of  existing  rules,  it  could  allow  private  cooptation  of  public  resources, 
and  simultaneously  threaten  to  increase  judicial  control  of  government  in  a  quite 
undemocratic  way.'' 

Section  623  of  S.  343  creates  a  right  to  petition  for  cost-benefit  analysis  of  existing 
rules.  Agencies  should  of  course  explore  the  costs  and  benefits  of  regulations.  But 


2K.  Viscusi,  Reforming  Products  Liability  178  (1991). 

3  Id.  at  178-79. 

''See  the  summary  in  Cass  R.  Sunstein,  After  the  Rights  Revolution:  Reconceiving  the  Regu- 
latory State  ch.  3  (1990). 

^Thus  a  provision  might  say,  for  example:  "Notwithstanding  any  other  provision  of  law,  agen- 
cies are  authorized  to  use  market-based  mechanisms  if  those  mechanisms  would  achieve  regu- 
latory objectives  in  a  more  cost-effective  manner." 

^See  Viscusi,  Magat,  and  Huber,  Informational  regulation  of  consumer  health  risks,  17  Rand 
J.  Ev.  351  (1986);  Viscusi  &  O'Connor,  Adaptive  Responses  to  Chemical  Labelling,  74  Am.  Ec. 
Rev.  942  (1984);  K.  Viscusi  &  W.  Magat,  Learning  About  Risk  (1987). 

''The  new  version  of  section  706  of  the  Administrative  Procedure  Act,  as  described  in  S.  343, 
appears  to  be  an  effort  to  codify  and  slightly  to  adjust  the  standards  governing  judicial  review 
of  administrative  interpretations  of  law.  See  Chevron  USA  v.  NRDC,  467  US  837  (1984).  This 
change  is  a  useful  clarification  of  current  law. 
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this  provision  would  create  considerable  uncertainty,  and  it  would  also  allow  people 
in  the  private  sector  to  divert  taxpayer  resources  for  what  may  well  be  insufficient 
gain.  The  basic  problem  here  is  that  review  of  existing  rules  requires  substantial 
resources,  and  that  if  agencies  are  required  to  devote  their  resources  to  revisiting 
current  rules,  S.  343  could  create  the  very  kind  of  rigidity  that  regulatory  reform 
is  designed  to  prevent. 

In  some  areas,  section  623  is  quite  unnecessary.  Under  Presidents  Reagan,  Bush, 
and  Clinton  many  agencies  will  already  have  done  some  kind  of  cost-benefit  analy- 
sis. For  this  reason,  it  is  unclear  that  section  623  would  do  much  good.  But  it  could 
accomplish  real  harm,  by  making  the  status  of  existing  rules  unclear  and  by  drown- 
ing agencies  in  paperwork.  Past  cost-benefit  analyses  were  done  under  somewhat 
different  standards  from  those  created  by  S.  343;  and  independent  agencies  were  ex- 
empted from  previous  presidential  requirements  (a  gap  filled  by  S.  343).  The  central 
problem  is  that  any  right  to  petition  would  allow  private  parties  to  set  the  public 
agenda  and  to  coopt  public  resources  for  the  sake  of  undertaking  a  costly,  complex 
analysis  of  existing  rules. 

This  could  be  a  significant  burden  on  agencies  and  hence  on  taxpayers.  If  people 
in  the  private  sector  can  ask  all  agencies  to  undertake  CBA  under  the  new  stand- 
ards of  S.  343,  they  will  be  able  to  use  taxpayer  resources  for  an  analysis  that  might 
well  serve  simply  to  produce  waste  and  delay.  To  be  sure,  many  agencies  might  re- 
spond to  petitions  simply  by  repeating  their  previous  CBA's.  But  since  S.  343  cre- 
ates somewhat  different  standards  from  those  set  out  in  previous  executive  orders, 
some  of  those  CBA's  would  have  to  be  redone.  Circumstances  may  well  have 
changed  in  the  interim.  In  light  of  the  fact  that  S.  343  would  apply  to  many  hun- 
dreds and  perhaps  thousands  of  rules,  the  paperwork  burden  could  be  enormous. 

A  particular  difficulty  here  is  raised  by  the  prospect  of  judicial  review.  If  courts 
can  review  denial  of  petitions  to  review  existing  rules,  there  will  be  high  litigation 
costs.  This  is  especially  true  since  section  623  would  require  an  agency  to  decide 
whether  "reasonable  questions  exist"  about  the  CBA  judgment,  with  judicial  review 
of  agency  decisions  on  this  point.  In  many  cases,  "reasonable  questions"  do  "exist," 
and  hence  judicial  involvement  and  management  might  will  be  common.  Thus  sec- 
tion 623  seems  to  me  likely  to  fail  cost-benefit  analysis.  It  would  require  agencies 
to  provide  an  analysis  that  they  have  probably  already  undertaken,  and  therefore 
it  would  do  little  good;  but  it  would  give  affected  persons  a  new  and  valuable  weap- 
on by  which  to  drown  administrators  in  paperwork. 

I  suggest  that  if  section  623  is  to  be  retained,  it  should  not  be  judicially  enforce- 
able, and  the  executive  branch  should  be  given  the  authority  to  set  priorities  by  re- 
evaluating existing  rules  in  accordance  with  its  own  assessment  of  whether  they  im- 
pose excessive  costs.  Thus  the  second  sentence  of  section  623(a)(4)  should  be  deleted 
or  changed  to  preclude  judicial  review.  Of  course  Congress  might  well  enact  new  leg- 
islation to  correct  old  statutes,  or  old  regulations,  that  fail  cost-benefit  analysis. 

It  is  notable  in  this  regard  that  Presidents  Reagan,  Bush,  and  Clinton  all  decided 
to  insulate  CBA  from  the  judiciary — on  the  theory  that  judicial  review  would 
produce  delay,  confusing,  and  error,  especially  in  light  of  the  judges'  lack  of  demo- 
cratic accountability  or  factfinding  competence.  This  was  a  reasonable  decision.  At 
the  very  lease,  it  certainly  does  not  make  sense  to  subject  the  CBA  to  judicial  review 
when  the  agency's  decision  does  not  under  the  relevant  statue,  depend  on  CBA. 

rv.  "PEER  review" 

Section  623  of  S.  343  would  require  the  Director  of  the  Office  of  Science  and  Tech- 
nology to  develop  a  "systematic  program  for  the  peer  review"  of  risk  assessments. 
This  provision  moves  in  the  right  direction:  A  greater  role  for  the  Office  of  Science 
and  Technology  in  generating  uniform  risk  assessment  guidelines  and  in  ranking 
risks  and  establishing  priorities  for  Congress,  agencies,  and  the  public.  (This  topic 
is  a  focus  of  the  forthcoming  report  of  the  Harvard  Group  on  Risk  Management  Re- 
form.) No  institution  in  government  is  currently  charged  with  this  important  task. 

In  its  current  form,  however,  section  639  raises  many  questions.  A  "systematic 
program  for  peer  review"  might  well  fail  CBA.  It  could  prove  enormously  expensive. 
It  could  produce  unnecessary  delay.  It  is  unclear  whether,  in  light  of  the  rest  of  S. 
343,  the  peer  review  process  is  at  all  necessary,  or  whether  its  salutary  goals  could 
not  be  promoted  in  other  ways.  Section  639  could  cause  at  least  the  appearance  of 
impropriety  insofar  as  peer  reviewers  have  a  potential  conflict  of  interest  in  the  out- 
come. 

I  suggest  that  section  623  of  S.  343  should  be  deleted.  If  it  is  retained,  it  should 
be  redirected  so  as  to  create  a  greater  role  for  the  Office  of  Science  and  Technology 
in  overseeing  risk  assessment  and  in  ranking  risk,  rather  than  in  requiring  a  proc- 
ess of  peer  review. 
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V.  COST-BENEFIT  ANALYSIS 

Some  form  of  CBA  makes  a  great  deal  of  sense  for  most  regulatory  decisions;  but 
a  great  deal  of  thought  should  be  given  to  the  definition  of  CBA.  As  it  stands,  the 
definition  in  section  622  of  S.  343  probably  does  not  allow  enough  scope  for  values 
that  are  hard  to  quantify  or  monetize,  and  it  is  in  some  ways  too  open-ended. 

More  particularly,  some  regulatory  statutes  have  social  goals  that  fit  uncertainly 
with  the  cost-benefit  criteria  now  set  out  in  section  622.  For  a  measure  with  the 
enormous  scope  of  S.  343,  some  nonmonetizable  values  should  be  acknowledged  as 
relevant.  To  be  sure,  it  is  important  to  be  precise  and  quantitative  when  this  is  pos- 
sible, but  sometimes  this  is  not  possible.  Moreover,  Congress  might  attempt  to  give 
more  guidance  for  valuing  life  and  health.  To  explain  these  complex  points,  I  will 
have  to  deal  with  some  fairly  technical  material  in  a  brief  space;  I  end  with  some 
simple  suggestions. 

A.  BACKGROUND 

Cost-benefit  analysis  sounds  simple  and  scientific,  but  actually  it  is  a  protean 
idea,  one  that  is  based  on  values,  and  not  only  on  science.  If  CBA  means  an  assess- 
ment of  the  advantages  and  disadvantages  of  action,  no  one  could  object  to  it.  If  it 
means  that  agencies  should  balance  advantages  and  disadvantages,  the  problem 
with  CBA  is  that  it  is  vacuous  or  empty.  Agencies  can  interpret  it  however  they 
wish. 

But  CBA  often  means  something  more  concrete,  more  technical,  and  more  con- 
troversial: an  effort  to  turn  all  consequences  of  government  action  into  dollars  or 
dollar  equivalents,  and  to  use  "private  willingness  to  pay"  as  the  way  of  assessing 
both  benefi-ts  and  costs.  On  this  view,  for  example,  the  benefit  of  clean  air,  or  occu- 
pational safety,  or  helping  the  handicapped,  or  protecting  endangered  species,  or  re- 
ducing racial  discrimination,  would  be  measured  by  asking  how  much  people  would 
be  willing  to  pay  for  these  goods.  On  this  view,  we  would  measure  the  value  of 
human  life,  or  of  endangered  species,  by  seeing  how  much  people  would  be  willing 
to  pay  to  avoid  death  or  extinction.  Economists  have  tried,  for  example,  to  measure 
the  value  of  life  by  looking  to  labor  market  evidence,  concluding  that  $5  million 
should  be  the  reasonable  "upper  bound"  on  expenditures  per  life  saved.  See  W.  Kip 
Viscusi,  Fatal  Tradeoffs  265  (1993).  There  are  advantages  to  efforts  of  this  sort,  but 
they  raise  many  questions  as  well. 

Presidents  Reagan,  Bush,  and  Clinton  have  been  attentive  to  both  the  goals  and 
limits  of  this  more  technical  understanding  of  CBA.  Qualification  and  even  mone- 
tization  can  be  desirable  as  a  way  of  simplifying  the  analysis  and  given  official  real, 
"hard"  figures  with  which  to  work.  But  sometimes  the  goods  at  stake  cannot  easily 
be  monetized,  and  CBA  has  a  spuriously  scientific  caste.  This  is  partly  because  of 
enormous  problems  of  measurement:  With  what  evidence  can  we  measure  the  value 
of  greater  visibility  near  the  Grand  Canyon,  in  light  of  the  fact  that  survey  evidence 
has  enormous  problems?  For  many  regulations,  CBA  is  inevitably  based  on  con- 
troversial judgments  about  values,  not  on  pure  science.  There  is  also  a  serious  con- 
ceptual problem  in  claiming  that  all  goods  are  properly  valued  along  the  same  basic 
dimension  of  dollars  or  dollar  equivalents. 

The  various  goods  at  stake  in  regulation — cleaner  air,  saved  lives,  reduced  health 
risks,  disemployment  effects,  inflationary  effects,  and  so  forth — air  quite  diverse. 
They  differ  not  just  in  quantity  but  also  in  quality.  They  are  valued  in  different 
ways,  and  efforts  to  reduce  these  goods  to  a  single  scale,  especially  the  single  scale 
of  dollars,  can  impair  rather  than  improve  analysis.  See  Richard  Pildes  &  Class  R. 
Sunstein,  Reinventing  the  Regulatory  State,  59  University  of  Chicago  Law  Review 
1  (1995);  Elizabeth  Anderson,  Value  in  Ethics  and  Economics  (1991). 

To  say  this  is  not  at  all  to  deny  that  government  must  make  tradeoffs  among  dif- 
ferent goods.  Even  if  goods  cannot  all  be  understood  on  a  single  scale,  or  in  terms 
of  dollars,  officials  must  often  choose  among  them.  Any  choices  should  be  reason- 
able, and  based  on  reasons.  What  I  am  suggesting  is  that  the  process  of  choice  can 
be  harmed,  not  helped,  by  translating  everything  into  the  single  metric  of  dollars — 
at  least  if  we  are  unaware  of  the  limitations  of  the  translation.  I  may  therefore  be 
best  for  agencies  to  try  to  do  a  technical  CBA,  using  dollars  or  dollar  equivalents, 
but  then  to  look  at  the  effects  of  regulation  in  a  more  qualitative  way,  and  to  allow 
the  outcome  of  the  CBA  to  be  adjusted  accordingly.  (More  details  are  offered  below.) 
The  decisional  criteria  of  the  bill  should  acknowledge  this  possibility. 

The  "willingness  to  pay"  criterion  has  similar  problem;  I  outline  them  briefly  here. 
Sometimes  people  may  be  "willing  to  pay"  for  something  that  agencies  should  not 
count  at  all;  malevolent  people  may  be  willing  to  pay  to  discriminate  on  the  basis 
of  race,  to  see  a  species  die  out,  to  see  people  be  hurt.  Often  the  question  for  a  demo- 
cratic society  is  not  whether  people  are  "willing  to  pay"  for  something,  but  instead 
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whether  they  can  offer  good  reasons  for  their  position.  Sometimes  there  is  a  large 
disparity  between  what  people  would  be  willing  to  pay  for  a  good  and  how  much 
they  would  be  willing  to  accept  to  sell  the  same  good;  the  notion  of  CBA  does  not 
tell  us  which  question  to  ask.  See  Richard  Thaler,  Quasi-Relational  Economics 
(1992).  This  appears  to  be  true  for  many  of  the  goods  at  stake  in  regulation.  See 
id. 

Sometimes,  moreover,  people,  in  their  capacity  as  citizens  assessing  government 
action,  support  outcomes  that  would  diverge  from  what  they  would  support  through 
private  willingness  to  pay;  and  it  is  by  no  means  clear  that  the  market  judgment 
should  be  preferred  to  the  democratic  judgment.  People  may,  for  example,  urge  a 
ban  on  racial  discrimination,  or  call  for  support  for  educational  programming  for 
children,  even  if  their  "private  willingness  to  pay"  for  these  goods  is  relatively  small. 
Some  statutes  of  course  ban  cost-benefit  balancing,  perhaps  out  of  fear  that  agencies 
will  "balance  away"  interests  that  are  especially  important.  See,  for  example,  the 
Endangered  Species  Act;  the  Occupational  Safety  and  Health  Act;  the  Delaney 
Clause.  (Some  of  these  "absolutist"  provisions  should  undoubtedly  be  changed  to 
allow  consideration  of  cost;  though  I  believe  that  absolutism  should  be  avoided,  and 
that  a  general  requirement  of  balancing  would  make  sense,  I  do  not  discuss  that 
controversial  matter  here.  S.  323  would  not  affect  laws  that  expressly  forbid  CBA 
to  be  used  as  a  basis  for  decision.) 

It  is  important,  moreover,  to  emphasize  that  good  CBA  recognizes  that  people  care 
not  simply  about  aggregate  amount  of  lives  lived,  but  also  about  a  range  of  factors 
involving  the  nature  of  the  particular  risk.  For  most  people,  among  the  most  salient 
contextual  features  are:  (1)  the  catastrophic  nature  of  the  risk;  (2)  whether  the  risk 
is  uncontrollable;  (3)  whether  the  risk  involves  irretrievable  or  permanent  losses;  (4) 
whether  the  risk  is  voluntarily  incurred;  (5)  how  equitably  distributed  the  danger 
is  or  how  concentrated  on  identifiable,  innocent,  or  traditionally  disadvantaged  vic- 
tims; (6)  how  well  understood  the  risk  in  question  is;  (7)  whether  the  risk  would 
be  faced  by  future  generations;  and  (8)  how  familiar  the  risk  is.  An  assessment  of 
these  variables  is  part  of  a  good  CBA.  See  generally  Pildes  &  Sunstein,  supra. 

B.  SUGGESTED  CHANGES 

Any  required  CBA  for  diverse  regulatory  agencies  should  reflect  these  points.  It 
should  recognize,  even  more  clearly  than  it  now  does,  the  limits  of  understanding 
everything  in  quantitative  or  monetary  terms.  Any  CBA  should,  moreover,  be  ac- 
companied by  a  more  disaggregated  and  more  qualitative  description  of  the  con- 
sequences of  government  action,  so  that  Congress  and  the  public  can  obtain  a  ftiUer 
picture  than  the  crude  and  misleadingly  precise  "bottom  line"  of  the  CBA. 

The  statement  and  definition  of  CBA  should  be  rethought  so  as  to  emphasize  that 
agencies  can  take  account  of  considerations  that  Americans  consider  important — in- 
cluding the  eight  factors  listed  above — as  part  of  the  cost-benefit  judgment.  This  is 
not  at  all  to  deny  that  it  is  important  to  be  precise  and  quantitative  when  agencies 
can  be  precise  and  quantitative.  It  is  only  to  say  that  any  "bottom  line"  is  likely 
to  involve  judgments  about  values,  not  about  science,  and  Congress  and  the  public 
should  see  what  those  judgments  are. 

More  particularly,  it  might  make  sense  to  do  the  following: 

1.  Change  section  621(5)  to  say  "the  term  'benefit'  means  the  reasonably  identifi- 
able significant  benefits,  including  social,  economic,  ecological,  distributional,  and 
aesthetic  benefits,  that  are  reasonably  expected  to  result  directly  or  indirectly  from 
implementation  of  a  rule  or  an  alternative  to  a  rule." 

2.  Add  a  sentence  to  622(e)(1)(A):  "An  agency  shall  offer  a  disaggregated  descrip- 
tion of  the  relevant  costs  and  benefits,  containing  an  account  of  the  qualitative  dif- 
ferences, if  any,  among  the  costs  and  benefits  at  stake."  The  "bottom  line"  and  cost- 
benefit  numbers  do  not  say  everything  that  Congress  and  the  public  need  to  know. 
It  is  important  to  disaggregate  the  various  effects  to  get  a  full  picture. 

3.  Add  a  new  section  622(e)(1)(C):  "Where  practicable,  the  agency  shall  consider, 
in  evaluating  and  comparing  costs  and  benefits,  public  judgments  about  how  best 
to  assess  relevant  risks,  including  whether  the  risks  under  consideration  are  invol- 
untarily incurred;  likely  to  affect  future  generations;  potentially  catastrophic;  espe- 
cially dreaded;  irreversible;  and  inequitably  distributed." 

This  change  follows  from  the  fact  that  the  public  is  legitimately  concerned  not  just 
with  sheer  numbers,  but  also  with  the  nature  of  risks.  If  a  risk  is  faced  voluntarily, 
it  provides  less  reason  for  concern.  This  section  would  codify  some  well-established 
and  important  findings  about  public  judgments  and  concerns. 
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C.  VALUING  LIFE  AND  HEALTH 

A  particular  issue  here,  not  taken  up  in  any  of  the  existing  proposals,  is  how  to 
value  life  or  health.  It  may  well  make  sense  to  set  a  benchmark  standard  of,  say, 
$8  million  per  life  saved  as  the  maximum  amount,  with  permission  for  an  agency 
to  select  a  higher  number  if  the  agency  can  explain  that  special  circumstances  call 
for  that  higher  number.  Without  a  figure  per  life  saved,  agencies  effectively  have 
discretion  to  weigh  costs  and  benefits  however  they  wish. 

It  is  of  course  troublesome  to  assign  dollar  values  for  life,  partly  for  the  reasons 
I  have  sketched;  but  since  tradeoffs  are  inevitable,  it  may  be  best  for  Congress  to 
set  out  some  guidelines  governing  expenditures,  without  pretending  to  say  how 
much  a  life  is  "really  worth."  (1  would  be  happy  to  offer  details  about  possible  ap- 
proaches to  this  controversial  topic  if  the  Committee  would  be  interested.  I  am  re- 
stricting myself  to  very  general  suggestions.) 

VI.  JOINT  RESOLUTION  OF  DISAPPROVAL 

Under  section  801,  major  regulations  would  be  submitted  to  Congress  before  they 
could  take  effect,  and  Congress  could  enact  a  "joint  resolution  of  disapproval"  to  stop 
regulations  from  becoming  law.  If  these  joint  resolutions  are  themselves  ordinary 
law — if  they  are  to  be  submitted  to  the  President  for  his  signatiu"e — there  is  no  legal 
problem  with  this  provision. 

It  is  unclear,  however,  how  much  this  provision  would  add,  since  Congress  can 
already  enact  legislation  to  prevent  any  and  all  regulations  from  becoming  law.  A 
serious  problem  with  section  801  is  that  it  might,  in  practice,  give  well-organized 
interest  groups  a  chance  to  bring  pressure  to  bear  on  hundreds  or  even  thousands 
of  regulations.  An  additional  problem  is  that  section  80 1  would  require  Congress  to 
spend  its  limited  time  in  reviewing  agency  rules  that,  by  Congress'  own  judgments, 
are  for  agencies  to  issue.  This  provision  should  probably  be  deleted  on  the  ground 
that  if  it  is  to  be  written  in  an  acceptable  manner,  it  would  not  add  anything  to 
Congress'  existing  authority.  A  formal  mechanism  for  review  of  regulations  would 
probably  be  too  costly  and  time-consuming  to  be  worthwhile;  narrower  "reporting" 
strategies  could  accomplish  the  same  goals. 

VII.  RISKS  VERSUS  RISKS 

There  is  a  pervasive  problem  in  risk  regulation,  one  that  is  only  now  receiving 
public  attention,  and  one  that  is  not  squarely  addressed  in  the  current  proposals. 
The  problem  occurs  when  the  diminution  of  one  risk  simultaneously  increases  an- 
other risk.  Thus,  for  example,  fuel  economy  standards,  designed  to  reduce  environ- 
mental risks,  may  make  automobiles  less  safe,  and  in  that  way  increase  risks  to  life 
and  health.  Regulations  designed  to  control  the  spread  of  AIDS  and  hepatitis  among 
health  care  providers  may  increase  the  costs  of  health  care,  and  thus  make  health 
care  less  widely  available,  and  thus  cost  lives. ^  Regulation  of  nuclear  power  may 
make  nuclear  power  safer;  but  by  increasing  the  cost  of  nuclear  power,  such  regula- 
tion will  ensure  reliance  on  other  energy  sources,  such  as  coal-fired  power  plants, 
which  carry  risks  of  their  own.  When  government  requires  reformulated  gasoline  as 
a  substitute  for  ordinary  gasoline,  it  may  produce  new  pollution  problems.  When 
government  regulates  air  pollution,  it  may  encourage  industry  to  increase  the  vol- 
ume of  solid  waste,  and  in  that  sense  aggravate  another  environmental  problem. 
The  general  problem  is  ubiquitous. 

As  I  have  noted,  no  provision  in  the  current  proposals  deals  squarely  and  directly 
with  this  problem.  I  suggest  a  new  provision,  one  that  might  take  the  form  of  a  new 
section: 

"(1)  Agencies  shall  ensure,  to  the  extent  feasible,  that  regulations  do  not  create 
countervailing  risks  that  are  greater  than  those  of  regulated  risks. 

"(2)  This  section  shall  not  apply  if  it  is  inconsistent  with  the  provisions  of  the  ena- 
bling statute  pursuant  to  which  the  agency  is  acting." 

SUMMARY  AND  CONCLUSIONS 

The  current  regulatory  reform  proposals  make  a  great  deal  of  sense  insofar  as 
they  would  codify  and  improve  the  best  practices  of  Presidents  Reagan,  Bush  and 
Clinton  for  ensuring  careful  analysis  of  rules  that  have  not  yet  been  issued.  But  S. 


8  See  ADA  v.  Martin,  984  F.2d  823,  826  (7th  Cir.  1993):  "OSHA  also  exaggerated  the  number 
of  lives  likely  to  be  saved  by  the  rule  by  ignoring  lives  likely  to  be  lost  by  it,  since  the  increased 
cost  of  medical  care,  to  the  extent  passed  on  to  consumers,  will  reduce  the  demand  for  medical 
care,  and  some  people  may  lose  their  hves  as  a  result." 
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343  does  not  make  sense  insofar  as  it  would  create  an  odd  process  of  "peer  review"; 
give  too  much  power  to  courts;  allow  private  parties  to  coopt  public  resources 
through  efforts  to  revisit  old  rules;  and  set  out  an  incomplete  picture  of  what  CBA, 
properly  understood,  really  entails. 

I  have  tried  to  outline  some  possible  improvements  to  the  current  proposals.  Let 
me  conclude  by  suggesting  that  if  Congress  is  concerned  to  ensure  better  priority- 
setting  and  greater  attention  to  regulatory  costs,  it  might  consider  the  following  pos- 
sibilities as  well: 

1.  A  statute  might  give  the  President  the  authority  to  divert  public  and  private 
resources  from  small  problems  to  large  ones,  so  as  to  ensure  greater  cost-effective- 
ness in  government  and  better  priority-setting.  This  is  basically  the  approach  sug- 
gested by  Justice  Stephen  Breyer  in  his  excellent  book,  Breaking  the  Vicious  Circle 
(1993).  Justice  Breyer's  approach  should  be  qualified  by  keeping  in  mind  the  fact 
that  people  are  legitimately  concerned  with  the  various  contextual  factors  discussed 
above — the  voluntariness  of  the  risk,  its  potentially  catastrophic  character,  whether 
it  is  especially  dreaded,  whether  it  is  equitably  distributed,  and  so  forth. 

2.  Congress  might  consider  experimenting  with  a  regulatory  budget,  at  least  in 
the  form  of  a  public  statement  of  "regulatory  expenditures"  that  have  been  imposed 
on  the  private  sector  by  various  agencies  and  statutes.  The  private  expenditures 
that  agencies  impose  are  off-budget  and  hence  do  not  receive  the  kind  of  scrutiny 
that  public  expenditures  tend  to  face.  It  is  now  time  to  recognize  that  private  ex- 
penditures are  expenditures  too,  and  that  the  public  has  a  right  to  see  them  as  a 
whole  and  to  evaluate  whether  they  make  sense.  A  step  toward  a  regulatory  budget 
might  well  be  a  way  of  promoting  better  coordination  in  government,  better  priority- 
setting,  a  more  accountability  for  the  imposition  of  costs  on  the  private  sector. 

3.  There  is  good  reason  to  concentrate  in  some  institution,  probably  the  Office  of 
Science  and  Technology  Policy  of  the  Executive  Office  of  the  President,  the  power 
to  rank  risks  and  to  ensure  that  good  science  is  applied  to  risk  assessment.  As  I 
have  noted,  this  idea  will  be  a  focal  point  of  a  forthcoming  report  from  the  Harvard 
Group  on  Risk  Management  Reform,  and  so  I  do  not  discuss  that  issue  here. 

I  would  be  happy  to  answer  any  questions  that  you  may  have. 

The  Chairman.  Thank  you  so  much.  We  appreciate  each  of  you. 

Mr.  Freeman,  let  me  just  tell  you  how  much  we  appreciate  your 
expertise,  and,  frankly,  all  three  of  your  expertise  here  today.  I  ap- 
preciate the  comments  and  suggestions  that  you  have  made.  You 
are  not  only  a  respected,  but  a  very  knowledgeable  member  of  the 
legal  community  and  your  advice  is  very  important,  as  is  each  of 
your  advice  here  today. 

Let  me  just  ask  you  one  question.  In  your  testimony,  you  men- 
tioned the  issue  of  the  major  rule  definition,  and  there  has  been 
some  discussion  of  that  here  as  to  whether  it  should  be  determined 
by  the  $25  million  in  the  House  bill,  $50  million  suggested  in  this 
bill,  or  $100  million,  as  suggested  by  the  administration.  In  light 
of  what  the  House  has  enacted,  do  you  believe  that  $50  million  is 
reasonable? 

Mr.  Freeman.  Of  course,  it  is  reasonable.  One  hundred  million 
is  reasonable,  too.  I  think  what  you  have  here,  though 

The  Chairman.  Which  would  you  choose? 

Mr.  Freeman.  You  have  a  political  problem.  The  debate  over  $50 
million  versus  $100  million  is  very  minor  to  what  really  is  at  stake 
here.  So  to  get  a  bipartisan  bill  and  get  on  with  it,  I  think  the  $100 
million  with  the  five  expanded  categories  take  care  of  most  of  these 
problems  and  I  would  get  on  with  it. 

I  would  welcome  at  some  point,  if  I  could,  to  make  just  one  com- 
ment on  decisional  criteria. 

The  Chairman.  Yes. 

Mr.  Freeman.  I  think  that  is  critical  here  and  it  may  be  critical 
to  a  bipartisan  bill.  It  may  be  critical  to  getting  support  of  the 
White  House.  Why  should  you  have  decisional  criteria  in  this  bill? 
I  think  there  are  three  answers  to  that. 
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First,  it  is  for  Congress,  not  the  President,  to  make  the  law.  This 
provision  on  decisional  criteria  is  Congress  exercising  its  power, 
and,  indeed,  its  duty,  to  give  greater  guidance  to  the  agencies  to 
whom  it  has  delegated  legislative  power  on  how  to  use  those  pow- 
ers. 

The  second  question  is  why  wasn't  this  in  S.  1080.  Well,  it  was 
in  S.  1080.  It  was  in  there  directly.  It  was  in  there  in  a  way  in 
which  the  American  Bar  Association  objected  to.  It  was  the  only 
thing  we  objected  to  in  S.  1080.  It  was  there  in  the  form  of  legisla- 
tive veto.  We  had  two  doubts  about  it.  The  main  was  its  constitu- 
tionality, and  second  was  its  practicality. 

The  Supreme  Court  in  Chadha  has  said,  you  can't  have  legisla- 
tive veto  and  that  solves  that.  Since  you  can't  have  legislative  veto, 
you  can't  go  through  the  statute-by-statute  kind  of  review  that  Ms. 
Katzen  was  urging  on  you.  It  is  wholly  impractical,  as  all  you 
know,  to  go  through  the  200  or  300  major  Federal  statutes  on  regu- 
lation and  to  look  at  their  governing  criteria  statute  by  statute.  The 
administration  talks  about  swamping  the  agencies.  That  would 
swamp  Congress. 

You  are  doing  the  next  best  thing  you  can  do.  You  are  doing 
what  is  practical,  and  you  are  not  doing  an3^hing  revolutionary. 
We  have  heard  that  the  House  bill  makes  a  dramatically  radical 
change  by  imposing  a  super-mandate  over  all  these  health,  safety, 
labor,  and  all  these  other  regulations.  The  American  Bar  Associa- 
tion doesn't  think  that  is  wise. 

We  think  the  approach  that  you  have  here  in  this  bill,  the  new 
bill,  the  bill  that  was  reported  out  last  week  and  you  have  before 
you,  is  substantially  improved  over  what  it  was.  We  think  it  has 
answered  most  of  the  major  questions.  We  think  it  is  now  clear 
that  it  is  intended  to  supplement  and  not  supplant,  and  those  were 
Ms.  Katzen's  words,  the  decisional  criteria  that  exists  under  exist- 
ing Federal  statutes. 

Thus,  as  we  read  it,  when  the  text  of  a  provision  in  the  agency's 
organic  statute  precludes  the  consideration  of  costs  of  a  proposed 
rule,  this  provision  would  not  amend  the  statute  to  require  that 
consideration.  At  the  same  time,  where  the  statute,  as  many  of 
them  are,  is  silent  or  ambiguous,  this  provision  would  operate  to 
supplement  the  decisional  criteria.  Here,  the  key  words  are  the  re- 
sults turn  on  the  text  of  the  statute. 

What  happens  where  the  statute  now  is  silent  or  ambiguous? 
The  agency  determines  what  it  means.  The  agency,  and  the  agen- 
cies are  filled  with  good  people,  but  they  have  their  constituencies. 
Their  constituencies  are  largely  the  beneficiaries  of  the  rule.  So 
when  faced  with  silence  or  ambiguity,  they  often  interpret  the  rule 
to  do  the  most  for  their  constituents,  the  beneficiaries,  and  they 
think  that  is  the  best  rule. 

Here,  you  are  saying  the  best  rule  is  the  rule  that  produces  the 
best  results  for  society  as  a  whole.  It  is  your  legislative  power.  You 
have  delegated  it  to  those  agencies.  It  is  your  duty,  not  theirs,  to 
say  what  is  the  best  in  the  context  of  these  proposed  rules,  and 
that  is  what  this  bill  does.  It  is  not  radical.  It  is  a  very  conservative 
exercise  of  legislative  power  from  the  font  of  legislative  power  and 
not  to  the  delegees. 
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The  Chairman.  Thank  you.  Before  I  turn  to  Senator  Heflin,  let 
me  just  read  this  letter  into  the  record.  This  is  dated  today's  date. 
This  is  from  Congressman  Mcintosh  to  clarify  on  this  issue  of  that 
Sensor  Pad. 

Dear  Chairman  Hatch,  I  would  like  to  take  this  opportunity  to  respond  to  ques- 
tions raised  by  Senators  Simon  and  Leahy  during  my  testimony  this  morning  before 
the  Senate  Judiciary  Committee  and  have  this  letter  included  in  the  record,  which 
we  will  do  at  this  point. 

Their  questions  concerned  the  Sensor  Pad,  which  women  can  use  in  self-breast  ex- 
aminations. The  Senators  wanted  to  know  whether  the  Sensor  Pad  was  available 
in  Canada,  in  light  of  reports  that  it  was  banned  in  Canada.  In  fact,  the  Sensor  Pad 
was  legally  available  for  years  in  Canada  and  Europe.  Only  recently  have  Canadian 
officials  stopped  the  sale  of  the  Sensor  Pad. 

While  no  Canadian  government  official  affirmatively  passed  judgment  on  the  Sen- 
sor Pad,  it  was  legally  available  for  sale  under  Canadian  law  and  was  used  by  hun- 
dreds of  Canadian  women.  Unlike  in  the  United  States,  in  Canada,  products  such 
as  this  can  be  legally  sold  until  officials  say  otherwise.  Hence,  approval  there  has 
a  different  meaning  than  in  America. 

Before  the  1994  decision,  the  Sensor  Pad  was  approved  for  use  in  Canada.  There 
is  some  indication  that  the  Sensor  Pad  was  taken  off  shelves  in  Canada  in  1994  be- 
cause officials  there  reacted  to  unreasonable  bureaucratic  concern  from  the  Food 
and  Drug  Administration.  Dr.  Mary  Jane  Bell,  a  senior  official  with  the  Canadian 
Medical  Devices  Bureau,  told  my  staff  that  Canadian  officials  have  received  reports 
from  FDA  officials  who  were  highly  critical  of  the  sensor  pad.  This  appears  to  have 
led  to  a  highly  unusual  step  of  Canadian  officials  taking  the  product  off  the  market, 
despite  the  fact  that  there  is  no  documented  safety  concern. 

This  is  an  example  of  how  the  long  arm  of  FDA  bureaucrats  can  extend  beyond 
our  own  borders.  We  have  knowm  for  years  that  FDA  policies,  particularly  its  slow 
approval  process,  denies  women  access  to  devices  that  can  prevent  deadly  illness. 
Now  we  also  know  that  FDA  bureaucrats  also  play  a  role  in  preventing  women 
worldwide  from  access  to  life-saving  medical  devices.  In  my  view,  this  episode 
strengthens  the  argument  that  common  sense  is  not  being  used  by  FDA  in  failing 
to  approve  products  such  as  this  that  protect  women's  health. 

Thank  you  again  for  the  opportunity  to  testify  before  your  committee.  Sincerely 
yours,  David  Mcintosh. 

He  had  asked  me  to  read  that  into  the  record. 

Senator  Simon.  Mr.  Chairman,  if  I  can  just  comment  briefly? 

The  Chairman.  Yes. 

Senator  Simon.  The  FDA,  and  I  am  just  reporting  what  they  tell 
me,  the  FDA  says  they  have  simply  required  the  company  to  have 
clinical  trials  and  the  company  has  not  provided  the  clinical  trials. 
If  the  FDA  is  correct  in  what  they  say,  and  I  have  no  personal 
knowledge  other  than  I  have  no  reason  to  doubt  the  FDA  on  this, 
then  it  seems  to  me  that  is  a  reasonable  request  and  not  an  exam- 
ple of  regulation  gone  amuck. 

However,  there  is  no  question  that  we  do  have  excessive  regula- 
tion in  many  areas  and  we  have  to  find,  again,  using  Congressman 
Mcintosh's  phrase,  we  have  to  find  some  commonsense  answer  that 
will  work  for  all  of  us. 

The  Chairman.  I  think  that  is  a  fair  comment.  I  do  have  to  say, 
though,  that  there  has  been  some  indication  it  would  take  nine 
years  to  go  through  the  clinical  trials.  That  is  ridiculous.  I  don't  be- 
lieve it  would,  and  I  don't  know  who  said  that,  but  I  can't  imagine 
even  FDA  being  that  bad. 

But  I  have  to  say  that  our  whole  medical  device  division  was 
built  on  basically  a  tier  structure,  from  those  that  are  really  poten- 
tially dangerous  devices  to  those  that  aren't,  and  those  that  aren't 
are  supposed  to  be  approved  in  a  relatively  short  period  of  time,  a 
matter  of  months,  and  they  are  now  taking  almost  two  years  or 
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better.  A  number  of  devices  that  would  be  very  beneficial  to  man- 
kind are  being  denied  because  of  bureaucratic  insnarlment,  pre- 
cisely what  we  are  trying  to  do  here. 

I  don't  know  whether  that  Sensor  is  good  or  bad  or  indifferent, 
to  be  honest  with  you,  but  the  point  is  still  the  same,  and  I  think 
both  Senator  Simon  and  I  agree,  there  is  some  bureaucratic 
insnarlment.  There  are  some  vicious  regulatory  devices  and  regula- 
tion and  we  just  hope  we  can  come  up  with  the  right  bill  that  will 
bring  everybody  together,  that  will  attack  these  problems  and  bene- 
fit our  society  as  a  whole. 

Let  me  just  say,  I  do  have  to  leave.  What  we  will  do  is  we  will 
turn  to  Senator  Heflin  for  his  questions  and  then  to  Senator  Simon 
for  his. 

Senator  SiMON.  I  am  going  to  have  to  leave,  unfortunately,  too. 

The  Chairman.  As  soon  as  the  questions  are  concluded,  then  this 
hearing  will  be  concluded.  You  will  have  to  forgive  me  for  leaving. 

Senator  Heflin. 

Senator  Heflin  [presiding].  It  seems  to  me  that,  basically,  the 
goals  of  the  bills  and  the  goal  of  the  administration  are  the  same. 
We  are  dealing  with  language  to  get  there  and  to  endeavor  to  pre- 
vent a  cumbersome  and  a  delayed  approach  toward  regulation  and 
to  eliminate  steps  that  might  be  time-delaying  and  also  to  elimi- 
nate unnecessary  steps  in  procedures  and  to  bring  about  uniform- 
ity. 

As  the  judicial  review,  Mr.  Freeman,  on  establishing  a  new  rule 
as  compared  to  the  petition  to  have  a  cost/benefit  analysis  of  the 
existing  rule,  there  may  be  some  differences  on  this  issue.  The  lan- 
guage seems  to  be  that  it  might  allow  for  judicial  review  before  fi- 
nality is  reached  relative  to  the  petition  for  review.  Would  you  com- 
ment on  that? 

Mr.  Freeman.  As  I  read  the  provision,  sir,  as  they  appear  in  both 
places,  a  person  petitions  the  agency  for  review  of  a  rule.  He  peti- 
tions on  the  grounds  that  he  thinks  the  rule  is  a  major  rule.  We 
made  some  recommendations  that  he  has  to  make  that  showing 
prima  facie  in  order  to  get  it. 

If  the  agency  turns  him  down,  if  they  say,  no,  this  isn't  likely  to 
be  a  major  rule,  or  if  it  is  a  major  rule,  the  costs  are  justified,  to 
use  that  term,  under  those  circumstances,  the  petitioner  has  an  ap- 
peal. If  he  has  been  turned  down,  he  has  a  pretty  heavy  burden 
under  existing  law,  if  we  don't  change  the  APA.  He  has  a  very  sub- 
stantial burden  here  to  prove  that  the  agency  was  wrong,  and  so 
he  has  to  at  least  tender  the  agency  sufficient  information  to  show 
that  the  agency  was  clearly  erroneous. 

Now,  if  the  agency  grants  the  petition,  there  is  no  appeal  of  the 
granting  of  the  petition.  He  then  participates  in  the  rulemaking, 
and  if,  at  the  end  of  the  rulemaking,  they  say,  well,  we  have  re- 
viewed this,  we  have  done  a  regulatory  analysis  and  it  is  not  a 
major  rule,  or,  indeed,  if  it  is  a  major  rule,  it  is  okay,  it  meets  the 
decisional  criteria,  then  he  still  has  an  appeal  just  as  if  it  were  a 
new  rule,  and  then  that  whole  record  is  before  the  court  just  like 
it  were  the  issuance  of  a  new  rule. 

So  it  is  nothing  new.  It  is  the  way  the  APA  now  operates,  and 
as  I  pointed  out  in  my  testimony,  by  emphasizing  that  there  is  a 
special  right  here  for  petitioning  for  review  of  a  rule  on  the  grounds 
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it  is  major  and  doesn't  meet  the  criteria,  some  of  the  language  al- 
ready restricts  that  right  and  we  recommend  language  that  would 
make  it  a  higher  hurdle.  That  would  clearly  screen  out  this  flood 
of  frivolous  petitions  that  the  administration  mentions. 

Senator  Heflin.  Under  the  major  rule  on  the  petition,  you  men- 
tioned the  fact  that  the  dollar  mark,  whether  it  be  $50  or  $100  mil- 
lion, and  you  mentioned  the  five  other  substantive  things,  under 
the  petition,  do  the  five  substantive  grounds  provide  also  the  right 
to  reopen,  or  is  it  limited? 

Mr.  Freeman.  It  does,  sir,  but  I  will  say  that  I  think  since  those 
things  are  not  nearly  as  objective  as  the  $50  million  or  $100  mil- 
lion, whatever  figure  you  end  up  with,  since  those  criteria  are 
much  more  subjective,  he  would  have  a  much  heavier  burden  in 
showing  that  the  effect  that  trigger  in  those  five  categories  the  cat- 
egorization of  a  major  rule  had  been  met. 

Senator  Heflin.  You  raised,  Mr.  Sunstein,  you  raised  the  legisla- 
tive review  and  felt  it  was  unnecessary.  Do  you  really  think  that 
in  45  days.  Congress  is  going  to  do  anything?  We  have  this  six 
months'  review  in  regard  to  the  Judicial  Conference's  recommenda- 
tion on  rules  of  procedure  in  court  and  from  a  practical  viewpoint, 
even  if  we  had  gotten  together,  we  would  have  probably  prevented 
the  discovery  going  into  efiiect.  But  the  procedural  hoops  within  the 
six  months'  period  really  meant  that  it  did  nothing.  Seldom,  if  ever, 
do  you  ever  see  an3d;hing  taking  place. 

Is  it  just  a  delay,  that  your  objection  to  it  is?  Would  you  give  us 
your  thoughts  on  that? 

Mr.  Sunstein.  I  think  Section  801  probably  fails  cost/benefit 
analysis,  even  though  both  the  costs  and  the  benefits  are  relatively 
low.  The  idea  is  that,  as  you  say,  the  costs  of  Section  801,  certainly, 
the  costs  from  delay  are  low.  The  45  days  don't  impose  costs.  But 
this  does  give  self-interested  private  groups  another  opportunity  to 
go  to  relevant  Congressional  committees  and  exert  lobbying  pres- 
sure and  it  formalizes  a  process  that  already  exists.  That  is,  there 
is  a  mechanism  which  Congress  exercises — it  is  called  lawmaking — 
to  overcome  regulations  that  Congress  doesn't  like. 

So  I  think  the  benefits  of  this  are  relatively  low  and  the  costs  are 
real.  I  don't  think  it  would  be  a  disastrous  provision,  but  it  would 
formalize  something  that  already  exists  informally  and  it  is  much 
better,  it  seems  to  me,  for  Congress  to  engage  in  what  it  is  doing 
with  the  decisional  criteria,  that  is,  before-the-fact  law  making 
rather  than  after-the-fact  review  of  regulations. 

Senator  Heflin.  I  believe  those  are  all  the  questions  I  have  at 
this  time,  unless  any  of  you  want  to  speak  on  any  other  thing  that 
hasn't  been  covered  relative  to  this. 

Mr.  Freeman.  There  was  one  point.  Senator,  on  which  I  wish  to 
comment. 

Senator  Heflin.  All  right. 

Mr.  Freeman.  That  is  we  talked  about  what  was  new  since  S. 
1080  and  I  covered  in  my  oral  remarks  here,  yes,  there  have  been 
two  important  Supreme  Court  decisions  that  have  come  down, 
Chadha  on  legislative  veto  and  the  significance  of  that,  and  there 
has  been  Chevron  which  has  its  implications  for  judicial  review. 

The  only  other  major  thing  that  is  new  in  here  is  this  very 
lengthy  provision,  subchapter  III  on  risk  assessment.  That  was  not 
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in  S.  1080.  It  assumed  a  much  greater  importance  in  the  15  years 
since  then.  You  will  see  that,  in  our  prepared  testimony,  we 
couldn't  give  you  much  detailed  comments  on  what  is  proposed 
there. 

We  think  what  you  really  have  to  think  about  here,  since  it  is 
a  new  area  and  you  want  to  get  on  with  this  legislation  and  pass 
it  if  you  can  with  substantial  bipartisan  support,  we  hope  you 
wouldn't  let  that  one  section  bog  you  down,  and  if  you  have  to  find 
something  that  makes  you  more  at  ease,  look  at  key  principles  ver- 
sus detail.  I  think  you  can  agree  on  key  principles — disclosure,  sci- 
entific evidence  should  be  science  and  not  junk  stuff. 

There  are  a  lot  of  good  principles  that,  when  you  read  it,  come 
right  out  in  the  bill,  but  when  it  gets  down  to  the  little  nitty-gritty, 
if  that  is  going  to  cause  problems,  then  retreat  to  key  principles  but 
don't  let  it  hold  the  bill  up. 

[The  prepared  statement  of  Senator  Abraham  follows:] 

Prepared  Statement  of  Senator  Spencer  Abraham 

Mr.  Chairman:  I  would  like  to  express  my  strong  support  for  Senator  Dole's  "Com- 
prehensive Regulatory  Reform  Act  of  1995."  I  believe  this  bill  will  increase  incen- 
tives to  deregulate  by  applying  sound  science  and  realistic  cost-benefit  analysis  to 
bureaucratic  rule-making  and  reviewing  procedures. 

Unfortunately,  for  decades  it  seems  Congress  has  acted  as  if  regulation  is  cost  free 
even  though,  according  to  the  U.S.  Chamber  of  Commerce's  estimate,  it  costs  our 
economy  $510  billion  a  year — 9%  of  our  gross  domestic  product.  And  even  these  fig- 
ures do  not  reflect  the  total  burden  imposed  on  Americans  and  our  economy.  The 
Chamber  of  Commerce  reports  that  federal  regulations  alone  require  6.8  billion 
hours  of  paperwork  from  our  businesses  and  entrepreneurs. 

Federal  regulations  impose  too  great  a  burden  on  our  people,  and  secure  too  mea- 
ger a  return.  Take  for  example  the  federal  guidelines  on  the  amount  of  chloroform 
allowable  at  paper  mills.  The  guidelines  are  sold  to  us  as  "saving  lives"  because  bu- 
reaucrats claim  that  for  every  $99  billion  spent  on  reducing  chloroform  one  person 
will  live  one  extra  year.  But,  as  Peter  Ferrara  of  the  National  Center  for  Policy 
Analysis  reports,  "these  particular  regulations  are  dealing  with  such  tiny  risks  that 
there  is  very  little  reason  to  believe  that  any  lives  will  be  saved.  That  is  why  the 
cost  estimates  appear  so  outrageous." 

We  must  replace  the  junk  science  that  produces  fictional  "saved  lives"  even  where 
there  is  almost  no  risk  from  the  start  with  real,  substantive  cost-benefit  analysis. 
In  essence,  we  must  hold  bureaucrats  accountable  to  the  scientific  community  for 
their  testing  assumptions  and  methods.  Senator  Dole's  bill  will  accomplish  that  goal 
by  putting  in  place  a  mandatory  review  procedure  for  all  regulations  our  bureau- 
crats want  to  see  continued.  It  would  place  in  each  agency  a  review  officer  who 
would  review  all  regulations — new  and  old — with  the  aid  of  Congress  and  the  Office 
of  Management  and  Budget. 

All  existing  regulations  would  terminate  within  seven  years  unless  they  pass  a 
rigorous  review  process.  For  new  regulations  the  initial  sunset  period  would  be  five 
years.  The  goal  would  not  be  to  eliminate  all  regulations,  after  all  some  regulations 
are  needed  to  enforce  statutes  we  have  passed  to  protect  Americans'  health  and 
safety  as  well  as  their  rights.  But  we  do  not  need  regulations,  and  should  not  have 
them,  unless  as  required  by  this  act  they  are  shown  to  be:  necessary;  more  bene- 
ficial than  costly;  reasonable  in  their  cost  and  other  impact  on  consumers;  clear  and 
unambiguous;  unlikely  to  cause  unnecessary  litigation;  and  reasonable  in  their  bur- 
den on  local,  state  and  national  economies. 

Only  by  subjecting  our  regulations  to  rigorous,  repeated  review  can  we  finally 
bring  the  spread  of  over-regulation  under  control.  Only  by  setting  up  a  standardized 
review  procedure  can  we  ensure  that  bureaucratic  inertia  and  discretion  no  longer 
stifle  our  economy  and  our  liberties. 

I  also  would  like  to  express  my  appreciation  to  Senator  Grassley  and  the  sub- 
committee he  chairs  for  accepting  my  amendment  to  end  government  by  consent  de- 
cree. Some  would  claim  that  consent  decrees  are  a  necessary  means  by  which  to  en- 
sure that  regulators  are  doing  their  job.  "Watchdog"  groups,  in  this  view,  must 
guard  the  public  interest  by  calling  the  courts  in  to  force  agencies  to  apply  the  full 
letter  of  the  law.  In  some  instances  this  may  be  the  case.  But  all  too  often  the  result 
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is  a  change  in  public  policy  without  Congressional  action  or  public  input.  And  it  is 
at  least  interesting  to  note  that  the  demands  of  special-interest  group  plaintiffs  fre- 
quently seem  to  entail  increased  power  and  status  for  the  defendant  agency. 

And  even  where  over-regulation  is  not  in  the  agency's  interest,  accountability  suf- 
fers when  consent  decrees  are  over-used.  By  raising  the  specter  of  protracted  and 
expensive  litigation,  special-' nterest  groups  can  dictate  the  manner  in  which  a  regu- 
latory agency  will  exercise  its  rule  making  discretion.  The  special-interest  group  in 
effect  substitutes  its  own  will  for  the  rule  making  procedures  and  scientific  meth- 
odology prescribed  by  the  agency's  enabling  legislation  and  administrative  regula- 
tions. 

Further,  unlike  the  normal  rule  making  process,  which  provides  for  a  public  no- 
tice and  comment  period,  consent  decrees  are  entered  into  behind  closed  doors  and 
then  sprung  upon  the  public  as  a  fait  accompli.  Thus,  as  federal  Judge  Malcolm 
Wilkey  noted  in  dissenting  from  one  consent  decree,  these  legal  devices  allow  special 
interest  groups  to  crowd  normal  Americans  out  of  the  Congressionally  mandated 
rule  making  process.  As  Judge  Wilkey  further  pointed  out,  the  upshot  of  all  this  is 
simple  enough:  "Government  by  consent  decree  enshrines  at  its  very  center  those 
special  interest  groups  who  are  party  to  the  decree."  The  rest  of  us,  and  the  law 
itself,  are  forced  aside  as  unelected  interest  groups  and  bureaucrats  bargain  over 
what  rules  they  will  apply  to  us. 

This  is  why  Senator  Dole's  bill,  as  amended,  would  bar  courts  from  enforcing  con- 
sent decrees  that  deprive  agencies  of  their  proper  discretion.  At  one  stroke,  then, 
this  bill  would  remove  a  potent  weapon  from  the  arsenal  of  special-interest  groups, 
restore  the  political  accountability  of  regulatory  agencies  and  breathe  new  Ufe  into 
the  democratic,  procedural  safeguards  that  surround  the  agency  rule  making  proc- 
ess. 

Taken  together  the  provisions  of  the  "Comprehensive  Regulatory  Reform  Act  of 
1995"  will  make  our  bureaucrats  more  accountable  to  Congress  and  the  people,  en- 
sure that  we  impose — and  retain — only  regulations  that  are  truly  necessary  and 
cost-effective,  and  remove  some  of  the  regulatory  burden  on  the  American  people. 

I  urge  the  committee  to  expedite  this  bill. 

Senator  Heflin.  Thank  you.  We  appreciate  your  testimony.  The 
hearing  is  adjourned. 

[Whereupon,  at  12:18  p.m.,  the  committee  was  adjourned.] 


APPENDIX 


Additional  Submissions  for  the  Record 


Prepared  Statement  of  the  Aivierican  Dental  Association 

background 

The  American  Dental  Association  is  encouraged  by  the  introduction  and  consider- 
ation of  legislation  which  would  revise  the  federal  regulatory  process.  These  initia- 
tives are,  in  our  opinion,  long  overdue.  The  comments  which  follow  are  intended  to 
emphasize  the  psulicular  need  for  regulatory  relief  in  the  health  care  sector — an 
issue  which  we  respectfully  submit  has  not  been  adequately  addressed  by  the  Con- 
gress during  its  hearings  and  deliberations  on  iihe  legislation.  Reform  of  government 
rulemaking  is  not  and  should  not  be  an  objective  promoted  solely  by  concerns  relat- 
ed to  business  and  industry.  The  consumer  is  equally  affected  by  ill-advised  regula- 
tions that  are  imposed  upon  the  delivery  of  health  care  services. 

Over  the  past  five  years  the  practice  of  dentistry  has  been  subjected  to  a  serious 
of  excessive,  intrusive  and  costly  federal  rules.  These  regulations,  however  well  in- 
tended, share  a  common  critical  flaw:  the  failure  to  recognize  that  questions  of 
worker  safety,  hazard  abatement  and  environmental  protection  have,  when  applied 
to  the  dental  setting,  a  direct  impact  upon  larger  social  issues  of  access  to  and  qual- 
ity of  oral  health  care.  It  is  not  simply  a  matter  of  added  product  costs  to  the 
consumer  for  an  appliance,  automobile,  etc. 

To  cite  one  example,  the  Occupational  Safety  and  Health  Administration  promul- 
gated a  standard  on  infection  control  in  1991.  The  agency  projected  that  the  annual 
expense  of  compliance  would  be  $87.4  million.  A  recent  comprehensive  survey  and 
analysis  of  dental  infection  control  and  OSHA  compliance  costs  found  the  actual 
yearly  cost  to  meet  the  standard  exceeds  $2.7  billion.  This  represents  an  average 
annual  per-dental  practice  expense  of  $223,713.  For  consumers,  this  translates  into 
an  unavoidable  increase  in  their  dental  care  cots.  The  Health  Care  Financing  Ad- 
ministration (HCFA)  has  just  cited  a  new  and  "atypical  trend"  in  dental  spending: 
up  $7  billion  in  three  years.  HCFA  actuaries  attribute  this  rise  in  oral  health  prices 
to  the  cost  of  infection  control  practices  and  procedures. 

Unlike  medicine,  53%  of  the  expense  of  oral  health  care  is  paid  for  out-of-pocket 
rather  than  by  insurance  or  government  programs.  The  dental  market  is  largely 
driven  by  economics.  Faced  with  higher  costs,  patients  may  defer  needed  treatment. 
The  nation's  public  health  will  suffer  the  consequences.  Finally,  it  must  be  noted, 
there  has  never  been  a  single  documented  instance  of  a  dental  worker  acquiring 
HIV  from  occupational  exposure;  either  before  the  1991  OSHA  standard  was  in- 
voked or  since.  Hepatitis  B  is  another  bloodbome  disease  of  concern  to  dentists  and 
their  office  staff.  However,  the  last  outbreak  of  Hepatitis  B  transmission  in  a  dental 
practice  was  reported  in  1986,  well  before  the  OSHA  standard  took  effect.  This  can 
be  attributed  to  widespread  immunization  and  the  routine  use  of  barrier  techniques 
voluntarily  undertaken  by  the  profession  in  the  1980's. 

The  Association  is  not  reflexively  opposed  to  regulation.  Dentistry  has  a  history 
of  public  heeilth  advocacy  dating  back  more  than  a  century.  The  dental  profession 
has  voluntarily  established  and  complied  with  a  range  of  standards  to  ensure  a  safe 
clinical  environment  for  members  of  the  dental  team  and  the  patients  they  serve. 
When  federal  guidelines  are  deemed  necessary,  they  should  be  relevant  if  applied 
to  the  practice  of  dentistry  and,  most  importantly,  the  benefits  to  society  should 
clearly  outweigh  the  costs  imposed  on  society.  This  has  not  been  the  experience  of 
the  American  Dental  Association. 
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Risk  Assessment  and  Cost-Benefit  Analysis 

The  bill,  S.  343,  represents  a  positive  beginning  in  addressing  the  need  for  proper 
risk  assessment  and  cost-benefit  analysis.  The  Association  has,  however,  three  con- 
cerns. 

It  is  imperative  that  any  final  legislation  require  federal  regulatory  bodies  to  ex- 
amine presumed  occupational  and  environmental  risks  on  an  industry-specific  basis. 
One  size  does  not  fit  all.  Dental  care  is  provided  in  a  well-controlled  and  predictable 
environment.  That  setting  and  its  potential  for  risk  to  injury  or  exposure  is  substan- 
tially different  from  the  automobile  industry,  a  chemical  plant  or  the  emergency 
room  of  a  hospital.  Nonetheless,  two  OSHA  regulations — the  Hazard  Communica- 
tion Rule  and  the  aforementioned  Bloodbome  Pathogen  Standard — were  applied  to 
dentistry  with  little  if  any  assessment  of  the  relative  risks  among  categories  of 
workers  covered. 

Secondly,  and  of  equal  importance,  a  look-back  authority  should  be  adopted  as 
proposed  in  S.  100.  This  is  necessary  in  order  to  systematically  address  existing  reg- 
ulations that  have  proven  to  be  difficult  to  comply  with  as  well  as  needlessly  expen- 
sive, while  yielding  little  discernible  benefit  to  the  regulated  class  or  the  general 
public.  In  dentistry,  this  would  certainly  include  the  OSHA  Hazard  Communication 
Rule  and  portions  of  the  Bloodbome  Pathogen  Standard. 

Thirdly,  the  Association  would  advocate  caution  when  defining  which  rules  will 
undergo  risk  assessment  and  cost-benefit  analysis.  The  establishinent  of  arbitrary 
thresholds  based  on  the  economy  as  a  whole  may  omit  consideration  of  rules  which 
have  a  disproportionate  affect  on  a  single  industry.  Special  consideration  and  excep- 
tions for  such  cases  should  be  integrated  into  the  regulatory  process. 

On  the  broader  issues  of  risk  assessment  and  risk  management,  there  is  a  grow- 
ing body  of  informed  opinion  that  (1)  scientific  analysis  must  be  disentangled  from 
policy  judgments,  (2)  that  an  overly  conservative  approach  is  not  helpful  in  reaching 
accurate  approximations  of  true  risks  and  (3)  that  the  risk  assessment  process  needs 
to  be  made  open  to  the  regulated  community  and  the  public. 

This  Association  agrees  with  the  critics  of  what  is  known  as  "plausible  conserv- 
atism". To  present  the  end  result  of  a  complex,  multi-step  risk  assessment  only  in 
terms  of  an  upper-bound  estimate  (i.e.,  a  worst-case  scenario)  is  to  invite  the  selec- 
tion of  trivial  risks  for  regulatory  action.  In  other  words,  the  overstatement  of  risks 
carries  its  own  risks. 

Beyond  this,  an  overly  conservative  approach  undermines  agency  credibiUty,  feeds 
public  disbelief  and  ridicule  and  wastes  Umited  resources. 

The  Association  therefore  urges  the  addition  of  legislative  provisions  such  as  those 
contained  in  the  House  passed  measure,  H.R.  9,  which  would  require  that  risks  be 
more  fully  characterized  to  include  lower-bound  and  mid-range  estimates,  as  well 
as  acknowledgment  of  uncertainties. 

The  Association  also  supports  provisions  in  Title  III  of  H.R.  9  in  which  risk  as- 
sessments and  cost-benefit  analyses  are  subjected  to  outside  peer  review.  This  mech- 
anism will  enhance  public  trust  and  help  prevent  what  agencies  say  they  fear, 
which  is  the  "freezing"  of  science.  Instead,  outside  scientific  review  will  ensure  that 
in-house  science  remains  current. 

Elaborate  peer  review  mechanisms  need  not  be  established  for  every  rulemaking, 
but  they  should  be  required  for  every  major  rulemaking,  especially  where  scientific 
uncertainties  must  be  weighed  against  substantial  societal  costs.  For  example,  the 
anticipated  OSHA  ergonomics  proposal  and  the  pending  Indoor  Air  Qusdity  Rule  are 
good  examples  of  agency  initiatives  that  should  be  subjected  to  an  independent  sci- 
entific review. 

Additional  legislation  introduced  in  the  Senate  compliments  the  regulatory  reform 
initiatives  noted  above  while  addressing  particular  issues  of  concern  to  small  em- 
ployers. Specifically,  the  Association  endorses  provisions  of  the  following  bills: 

S.  244  by  Senator  Nunn  which  requires  the  government  to  reduce  the  paper- 
work burden  imposed  by  federal  regulations;  and 

S.  350  by  Senator  Bond  that  provides  the  legal  means  to  enforce  the  Regu- 
latory Flexibility  Act  which  requires  federal  agencies  to  consider  the  impact  of 
their  actions  on  small  businesses. 

Negotiated  Rulemaking 

Executive  Order  #2866,  publicly  announced  by  the  President  on  September  30, 
1993,  outlined  a  broad  effort  to  streamline  the  federal  rulemaking  apparatus  and 
to  make  it  more  inclusive  and  responsive  to  affected  parties.  This  concept  which  is 
consistent  with  the  reforms  proposed  in  S.  343,  should  be  incorporated  within  the 
legislation. 

The  order  requires  each  agency  to  identify  "at  least  one"  target  for  negotiated 
rulemaking.  The  agency  of  most  interest  to  dentistry,  OSHA,  responded  minimally 
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by  choosing  just  one  target.  It  is  a  rulemaking  pertaining  to  the  construction  indus- 
try and  because  it  is  not  yet  complete,  the  results  of  this  limited  test  are  not  yet 
clear.  We  are  concerned  that  if  good  faith  is  not  demonstrated  by  all  parties  involved 
in  this  test,  then  a  very  attractive  concept  may  prematiirely  be  jettisoned. 

Executive  Order  #2866  and  related  memoranda  contained  other  useful  ideas 
which  should  be  considered  by  the  Congress.  To  improve  participation  by  small  busi- 
nesses, for  example,  the  Administration  sponsored  a  Small  Business  Forum  on  Reg- 
ulatory Reform  in  March  1994. 

Executive  Order  #2866  also  emphasized  opeimess  in  the  regulatory  process,  and 
instructed  agencies  to  provide  for  "meaningful  participation"  earlier  in  the  process. 
But,  as  the  Office  of  Information  and  Regulatory  Affairs  acknowledged  in  its  own 
report  card  (May  1994),"  it  is  difficult  to  know  now  much  advance  consultation  is 
actually  taking  place".  This  presents,  in  our  opinion,  a  basis  for  Congressional  ac- 
tion. 

Enforcement 

The  American  Dental  Association  believes  that  voluntary  compliance  is,  for  the 
health  community,  the  most  effective  approach  to  prevent  occupational  injury  or  ill- 
ness. Consultation,  education,  incentives  and  warning  notices  will  ultimately 
produce  greater  results  than  regulations  which  emphasize  punishment  and  intimi- 
dation as  enforcement  tools.  The  dental  office  is  a  unique  workplace.  It  is  a  setting 
in  which  highly  educated  and  trained  health  personnel  provide  patient  care.  Den- 
tists work  side-by-side  with  their  staff.  Any  risk  is  by  definition  a  share  risk.  Thus, 
a  very  personal  incentive  is  present  to  protect  against  hazards,  Ulness  or  injuiy. 
Dentists,  both  as  health  professionals  and  as  small  employers,  are  overwhelmingly 
willing  to  voluntarily  comply  with  standards  that  are  cased  on  science  and  need, 
clearly  stated  and  equitably  applied.  Accordingly,  the  Association  urges  the  inclu- 
sion of  provisions  that  would,  for  the  health  care  sector,  redirect  the  thrust  of  regu- 
latory compliance  to  one  which  allows  individual  professional  judgment  and  flexibil- 
ity in  meeting  national  guidelines. 

Additional  Reform 

Because  the  consideration  of  S.  343  and  related  measures  provide  a  singular  op- 
portunity to  overhaul  and  improve  government  rulemaking,  the  Association  urges 
Congress  to  also  address  the  following,  additional  recommended  reforms: 

Federal  regulatory  agencies  should  be  required  to  provide  affected  parties 
with  opportunities  to  participate  meaningfully  in  the  standard-setting  process. 
Exemptions  for  small  businesses  should  be  expanded  and  random  inspections 
should  be  eliminated. 

In  cases  of  non-compliance,  first-time  offenders  should  merely  be  warned,  not 
cited  and  fined. 

Enforcement  inspections  should  be  conducted  only  by  trained  personnel  who 
are  familiar  with  the  industry,  business,  profession  or  trade  under  siu-veillance. 

Conclusion 

As  this  statement  has  attempted  to  demonstrate,  matters  of  workplace  safety  are 
for  dentistry  inextricably  linked  to  the  deUvery  of  oral  health  services.  The  profes- 
sional judgment  of  a  dentist  with  regard  to  occupational  risk  and  patient  care  must 
not  be  compromised  by  federal  rules.  Regulatory  reform,  to  be  effective,  should  ac- 
knowledge this  fundamental  precept. 


Prepared  Statement  of  the  American  Speech-Language-Hearing  Association 

Dear  Chairman  Hatch,  as  president  of  the  American  Speech-Language-Hearing 
Association  (ASHA),  a  professional  and  scientific  association  representing  over 
80,000  audiologists  and  speech-language  pathologists,  I  am  pleased  to  submit  the 
following  testimony  to  the  Senate  Judiciary  Committee.  ASHA  members  are  en- 
gaged in  services,  research,  and  training  that  benefit  persons  of  all  ages  who  have 
speech,  language,  and  hearing  disorders.  Over  42  million  Americans  have  a  commu- 
nication disorder,  making  these  the  nation's  most  prevalent  disabilities.  Speech-lan- 
guage pathologists  and  audiologists  provide  clinical  services  in  hospitals,  speech  and 
hearing  clinics,  outpatient  centers,  industrial  settings,  private  practice,  and  public 
and  private  schools.  Relevant  regulatory  areas  of  concern  for  ASHA  therefore  in- 
clude health  care,  education,  rehabilitation,  anti-discrimination  on  the  basis  of  dis- 
ability, and  safety  in  the  workplace  and  the  environment. 

ASHA  applauds  the  Committee's  interest  in  and  commitment  to  reforming  the 
federal  government's  extensive  regulatory  programs.  In  his  prepared  remarks  before 
the  Senate  Judiciary  Subcommittee  on  Administrative  Oversight  and  the  Courts, 
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Senator  Grassley  declared  the  ultimate  objective  of  the  regulatory  reform  to  be  "bet- 
ter" federal  rules  and  regulations.  He  denned  "better  rules"  as  those  that  do  more 
social  and  economic  good  than  harm.  ASHA  is  heartened  by  this  objective  and  is 
willing  to  work  with  the  Committee  to  ensure  that  thoughtful  consideration  is  given 
to  the  ramifications  of  regulatory  reform  so  that  "good"  rules  are  not  lost  in  the 
quest  for  a  better  rule-making  process. 

Thirty  years  ago,  regulations  were  promulgated  largely  on  the  basis  of  economic 
factors — mainly  in  such  areas  as  commerce  and  labor.  Over  the  past  three  decades, 
federal  health,  safety,  and  environmental  regulation  has  been  undertaken  in  ear- 
nest. Amendments  to  the  Federal  Food,  Drug,  and  Cosmetic  Act  were  adopted.  Addi- 
tionally, the  Occupational  Safety  and  Health  Act  and  the  Noise  Control  Act  were 
enacted,  and  the  Consumer  Product  Safety  Commission  was  established.  These  stat- 
utes have  been  beneficial  to  people  with  communication  disorders  and  in  preventing 
injuries  that,  in  the  absence  of  such  protections,  could  result  in  a  communication 
disorder,  such  as  a  hearing  loss. 

Recommendations. — Although  we  find  the  goal  of  the  Comprehensive  Regulatory 
Reform  Act  of  1995  laudable,  we  believe  the  process  as  proposed  in  S.  343  is  more 
burdensome  and  complicated  than  the  existing  program  and  could  virtually  lead  to 
regulatory  gridlock.  As  currently  drafted,  S.  343  is  much  too  broad  in  scope.  ASHA 
supports  a  regulatory  scheme  that  results  in  consumer  protection,  quality  profes- 
sional services  at  a  reasonable  cost,  the  elimination  of  fraud  and  abuse,  and  the  pro- 
tection of  civil  and  constitutional  rights.  We  feel  these  results  can  be  achieved 
through  a  strong  regulatory  process  that  is  as  simple  as  possible,  unbiased,  acces- 
sible to  the  public,  responsive,  based  on  reliable  facts,  timely,  cost-effective,  and  not 
overly  burdensome  to  small-business  owners.  It  is  in  this  context  that  we  make  the 
following  recommendations  to  the  Judiciary  Committee. 

1.  Exempt  Anti-Discrimination  Statutes.  The  proposed  Act  should  not  apply  to  any 
rules  or  regulations  promulgated  pursuant  to  a  statute  that  establishes  or  enforces 
any  constitutional  or  statutory  rights  with  respect  to  nondiscrimination  on  the  basis 
of  race,  religion,  sex,  age,  national  origin,  or  disabihty  status. 

2.  Limit  the  Petition  for  Cost-Benefit  Analysis  ("Reach-Back")  Provision.  The 
"reach  back"  provision  must  be  severely  restricted  so  as  to  preclude  inevitable  abuse 
of  the  system  and  waste  of  taxpayers'  money.  Section  623,  as  written,  allows  for  the 
granting  of  a  petition  if  it  "shows  that  there  is  a  reasonable  hkelihood  that  the  costs 
of  the  major  rule  outweigh  the  benefits,  or  that  reasonable  questions  exist  as  to 
whether  the  rule  provides  greater  net  benefits  to  society  than  any  reasonable  alter- 
native to  the  rule  *  *  *."  This  establishes  an  ambiguous  and  lenient  standard,  "rea- 
sonable Likelihood,"  as  the  grounds  for  possible  amendment  or  revocation  of  a  rule. 
The  costs  of  uncertainty  in  the  rule-making  process  and  the  inability  to  rely  on  reg- 
ulations will  far  outweigh  the  benefit  of  public  participation,  especially  since  a  deci- 
sion to  grant  or  deny  a  petition  will  be  subject  to  judicial  review.  The  "burden  of 
proof  required  of  a  petitioner  should  be  raised,  and  any  petition  submitted  should 
(a)  be  required  to  specify  the  action  requested,  (b)  contain  a  statement  of  grounds 
upon  which  the  petition  is  submitted,  and  (c)  show  to  a  "substantial  certainty"  that 
the  costs  of  the  major  rule  outweigh  the  benefits  or  that  reasonable  questions  exist. 

At  a  minimum,  the  "reach  back"  petition  process  should  be  limited  to  certain 
agenices  (i.e.,  those  to  which  the  risk-assessment  criteria  apply)  and  should  exempt 
major  rules  that  have  been  in  existence  for  a  specified  time  and  for  which  substan- 
tiad  compliance  has  been  reached  without  undue  burdens  or  adverse  effects  upon  so- 
ciety, the  economy,  or  other  market-based  mechanisms.  The  provision  should  be  re- 
stricted to  "major  rules"  only  and  should  not  allow  a  petitioner  to  elevate  agency 
guidelines  or  general  statements  of  policy  to  the  level  of  a  major  rule. 

3.  Establish  $100  Million  as  Economic  Threshold  of  a  "Major  Rule."  A  "major  rule" 
should  be  defined  as  one  that  has  an  aggregate  annual  effect  of  $100  million  on  a 
subsector  of  the  economy.  This  is  consistent  with  the  Unfunded  Mandates  Reform 
Act  of  1995  passed  only  weeks  ago  by  the  U.S.  Congress.  With  the  proposed  scaled- 
back  $50  million  threshold  in  S.  343,  "routine"  or  "administrative"  regulatory  ac- 
tions will  no  longer  be  weeded  out;  they  will  instead  be  added  to  an  already  over- 
burdened system.  The  definition  of  a  major  rule  should  not  include  rules  and  regula- 
tions that  protect  or  enforce  civil  or  constitutional  rights.  In  addition,  the  determina- 
tion of  the  economic  impact  of  a  rule  or  regulation  should  be  limited  to  direct  costs 
to  the  economy.  The  additional  calculation  of  indirect  costs  in  this  context  would 
lead  to  subjective  and  inconsistent  results. 

4.  Limit  Decisional  Criteria  to  Certain  Agencies.  The  "Supermandate"  imposed  by 
Section  624  of  the  bill,  which  allows  the  new  decisional  criteria  language  to  supple- 
ment any  other  decisional  criteria  otherwise  provided  by  law,  must  be  limited.  The 
scope  of  S.  343  and  its  rigorous  requirements  should  be  limited  to  those  federal 
agencies  where  the  subject  areas  of  regulated  activity  are  more  conducive  to  the 


107 

stricter  decision-making  criteria.  That  is  not  to  say  that  the  agencies  "exempt"  from 
the  purview  of  S.  343  should  promulgate  rules  without  regard  to  cost.  Currently, 
Executive  Order  12866  requires  each  agency,  when  promulgating  a  rule,  to  "assess 
all  costs  and  benefits  of  available  regulatory  alternatives,  including  the  alternative 
or  not  regulating  *  *  *."  Fiuther,  in  choosing  among  alternative  regulatory  ap- 
proaches, agencies  should  select  those  approaches  that  maximize  net 
benefits  *  *  *  unless  a  statute  requires  another  regulatory  approach."  Each  admin- 
istrative agency  should  be  able  to  substantiate  resvdts  of  all  assessments  made  pur- 
suant to  the  Executive  Order. 

5.  Remove  Legislative  Veto.  ASHA  beUeves  the  Legislative  and  Executive 
Branches  of  government  should  have  equally  strong  and  responsive  rules  in  the  reg- 
ulatorj'  process.  The  Legislative  Branch  should  construct  bills  that  clearly  deUneate 
policy  from  which  the  Executive  Branch  develops  appropriate  regulations.  The  pro- 
posed 45-delay  legislative  veto  provision  in  Section  801  would  upset  the  balance  be- 
tween the  branches  and  add  yet  another  layer  of  governmental  redtape  to  the  proc- 
ess. It  should  be  kept  in  mind  that  the  intent  of  the  Constitution  in  distributing 
powers  was  to  promote  efficiency  by  ensuring  a  sensible  division  of  labor.  We  believe 
that  many  of  the  current  "regulatory  problems"  are  a  resvilt  of  overreaching  on  the 
part  of  these  branches  after  Congress  has  waived  certain  cost-benefit  provisions  in 
environmental  and  safety  laws. 

6.  Limit  Scope  of  Judicial  Review.  Judicial  review  is  an  important  mechanism  to 
ensure  compliance  in  the  rule-making  process.  In  order  to  be  effective,  however,  the 
judicial  system  must  be  accessible  to  all  parties  and  must  not  be  used  to  delay  ac- 
tion or  serve  as  a  way  for  people  with  the  financial  means  to  shape  poUcy.  There 
is  some  concern  that  the  use  of  judicial  review  in  this  Act  is  too  broad.  Allowing 
judicial  review  so  early  in  the  rule-making  process  may  be  counterproductive  in  that 
it  will  result  in  excessive  litigation,  delay,  uncertainty,  and  an  abundance  of  paper- 
work. As  the  Committee  has  heard,  the  wisdom  of  generalist  judges  ruling  on  issues 
of  inexact  science  is  also  questionable.  This  is  especially  true  in  areas  where  benefits 
of  a  rule  to  society  may  be  difficult  to  quantify.  The  Executive  Branch,  with  over- 
sight by  Congress,  should  be  responsible  for  determining  the  processes  by  which 
agencies  make  decisions.  Opportunity  for  judicial  review  should  be  held  until  regula- 
tions are  proposed.  We  believe  that  access  to  judicial  review  at  the  proposed  regu- 
latory timeframe  will  meet  Senator  Hatch's  concern  that  the  statute  contain  strong 
enforcement  provisions.  ASHA  agrees  with  Senator  Hatch  that  compliance  in  regu- 
latory programs  is  essential  to  the  enforcement  capacity  of  the  executive  branch. 

Thank  you  for  the  opportunity  to  submit  this  testimony  as  part  of  the  record  of 
the  Committee's  hearing  on  regulatory  revisions.  We  implore  the  Committee  to  con- 
sider our  views  as  it  proceeds  on  this  massive  regulatory  reform  legislation.  The  far- 
reaching  implications  of  this  legislation  cannot  be  overestimated.  The  Regulatory 
Reform  Act  of  1995  could  potentially  undo  the  hard-fought  and  long-deliberated 
decisional  criteria  incorporated  in  almost  every  piece  of  existing  legislation.  Such 
massive  change  should  be  instituted  only  after  judicious  and  careful  consideration 
of  all  the  potential  consequences  to  the  American  public. 
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